
[image: image1.png]9

GeoroaState
Urrl%eﬁ&




HUMAN SUBJECTS MANUAL

Institutional Review Board (IRB)

Georgia State University

Revised August 2, 2007

TABLE OF CONTENTS

Chapter 1.
Introduction
…………………………………………………..
1

Establishes the authority and rationale for a system of human subjects’ protection in research and reviews the components of Georgia State University’s (GSU) regulatory program.



1.1
Background and Rationale



1.2
Federal Regulations



1.3
Georgia State University Compliance Program

Chapter 2.
Ethics
……………………………………………………………
7




Introduces the ethical standards governing the review and conduct of research and discusses the various ethical codes that have laid the groundwork for human subjects regulations.

2.1
Values and Conflicts

2.2
Ethical Codes


2.3
The Belmont Report

2.4
Professional Organizations

2.5
International Codes


Chapter 3. 
Regulations
……………………………………………………
12

Provides an overview of the regulatory framework governing institutions, IRBs, and researchers


3.1
The Common Rule



3.2
Federal Agencies



3.3
Good Clinical Practice



3.4
State Regulations



3.5
Institutional Rules



3.6
Individual Responsibilities

Chapter 4.
Principal Investigator’s Responsibilities
……………….
17

Summarizes the responsibilities of Principal Investigators (PI) as well as Faculty Sponsors and Student/Staff Researchers


4.1
Overview


4.2
Protocol Development


4.3
Professional Judgment


4.4
Study Conduct


4.5
Administration


4.6
Research Personnel


4.7
Interaction with IRB


4.8
Informed Consent


4.9
Confidentiality of Data


4.10
GSU Faculty Sponsors


4.11
Faculty Advisors



4.12
Student/Staff Researchers



4.13    Departmental Chairs’ Responsibilities



4.14
Education and Training

Chapter 5.
Georgia State University's Regulatory Program
………
26

Defines the specific roles and functions of Georgia State's IRB on 

Human Subjects 

5.1      GSU’s IRB 

                      5.2      IRB Membership

                      5.3      IRB Voting Requirements

                      5.4      IRB Decisions

                      5.5      Confidentiality of IRB Proceedings
Chapter 6.
The Review Process
………………………………………
34


Outlines Georgia State University’s review process and requirements for research studies involving human subjects.


6.1
Review Qualifications



6.2
IRB Review



6.3
Types of IRB Review



6.4
Full Review



6.5
Expedited Review



6.6
Exempt Review



6.7
Emergency Review



6.8
Appeals



6.9
Additional Considerations



6.10
Amendment/Modification Review




6.11
Adverse Events



6.12
Renewal Review

Chapter 7.
Review Criteria
………………………………………………
49

Presents the review criteria for assessing human subjects research at Georgia State University

7.1
Harm and Risk 

7.2
Basic Criteria

7.3
Additional Criteria

7.4
Vulnerable Populations and Special Protection

7.5 
Research Conducted Off-Site

7.6
Recruitment of Participants

7.7
International Research

7.8
Student Projects

7.9
Pilot Studies

7.10
Protection of Data

7.11
Administrative Study Withdrawals

Chapter 8.
Informed Consent
…………………………………………….
61



Lists the considerations and required elements of informed consent

8.1
Introduction

8.2
Respect for Persons

8.3
Special Protections

8.4
Waiving the Requirement for Documented or Signed Consent
8.5
Special Considerations

8.6
Required Elements

8.7
Additional Elements

8.8
Consent Process

8.9 
Consent Procedures Involving Minors

8.10
Documentation

Chapter 9.
Post-Approval Requirements
………………………………
74


Details the post-approval requirements for continuing IRB approval

9.1
Conditions of Approval

9.2
Principal Investigator’s Responsibilities

9.3
Privacy of Subjects

9.4
Changes and New Information

9.5
Reporting Adverse Events

9.6
Renewal Applications

9.7
Study Closure Reports 

9.8
Auditing of Approved Protocols

Chapter 10.
Social Behavioral Research
…………………………….
78



Explores some of the common research issues faced in social and 


behavioral research



10.1
Introduction
10.2
Study Design



10.3
Involvement of Human Subjects



10.4
Risks and Benefits

10.5 
Deception/Coercion



10.6
Privacy and Confidentiality



10.7
Oral Histories

Chapter 11.
Protected Health Information
……………………………..
92


The purpose of this module is to provide researchers with the information they will need to comply with the Privacy Rule associated with the Health Insurance Portability and Accountability Act of 1998 (HIPAA), and other relevant state and federal laws.



11.1
Protected Health Information (PHI)

11.2
Authorization (Consent) Requirements

11.3
Human Subjects’ Rights

11.4
Subject Recruitment

11.5
Resources

Chapter 12.
Research Conduct
………………………………………      102


Many ethical questions are raised during the conduct of 


studies. This chapter discusses some of the most commonly 


encountered research conduct issues.



12.1
Conflict of Interest



12.2
Privacy and Confidentiality

 

12.3
Non-Compliance

Chapter One

INTRODUCTION
Purpose:
Establishes the authority and rationale for a system of human subjects’ protection in research and reviews the major components of Georgia State University's (GSU) regulatory program.

Sections:
1.1
Background and Rationale



1.2
Federal Regulations



1.3
Georgia State University Compliance Program

1.1
Background and Rationale

A.
Abbreviations/Acronyms
CDC

Centers for Disease Control and Prevention

DHHS

Department of Health and Human Sciences

FDA

Food and Drug Administration

HIPAA
Health Insurance Portability and Accountability Act


IRB

Institutional Review Board

NIH

National Institutes of Health

OHRP

Office for Human Research Protections

PI

Principal Investigator

FA

Faculty Advisor

FWA

Federal Wide Assurance

B.
Definitions

Federal regulations have provided the following definitions: 

RESEARCH - A systematic investigation designed to develop or 
     contribute to generalizable knowledge.

HUMAN SUBJECT - A living individual about whom a researcher (whether professional or student) obtains 

1. data through intervention or interaction with the individuals, or 

2. identifiable private information, e.g., school transcripts. 

Informally defined, Human Subjects mean individuals whose responses are the object of study. Some examples include: 

· individuals who are asked to complete questionnaires, participate in interviews, or whose behavior is observed in daily activities; 

· participants in pilot studies;

· when the data will be used for a research publication;

· oral history interviewees whose subjective perceptions are studied; and

· students and teachers observed in the classroom for the study of various teaching methods or development of curricula
C.
Rationale for Protection of Human Subjects in Research
While scientific research has produced substantial social benefits throughout history, it has also posed some troubling ethical questions. Past abuses and violations of the rights and welfare of human subjects have resulted in various codes and regulations at the federal level. State and local regulations and institutional policies provide additional protection for research subjects. Together these laws and policies make up a system of human subjects protection.


D.
 IRB History 


1.
 Increased Federal Funding – 1950s and 1960s
Following the Second World War, the amount of federal funding directed toward research in the United States increased substantially. In the 1950's and 1960's, the War on Cancer led to the establishment of the National Cancer Institute. During those years, statistical methods allowed the introduction of more sophisticated study designs.

But with the increase of federally funded studies came alarming ethical problems. Between 1966 and 1981, in an era of development of civil and consumer rights, the framework for today's system of protection of human subjects was set in place.



2.
Assurance of Compliance and Institutional Review Board - 1966 

In 1966, Surgeon General Stewart issued a very short memorandum, in which he said that any institution receiving Public Health Service funding, which includes NIH funding, was required to certify to the granting agency that it had reviewed the activity to determine that human subjects would be adequately protected.

By this action, each recipient institution was required to assure that it had a functioning committee to review the applications. Thus, the current system with a Federal-Wide Assurance of Compliance establishing an Institutional Review Board (IRB) was begun.

1.2
Federal Regulations


A.
45 CFR 46 – 1974
The first federal regulations (45 CFR 46) became effective in 1974 and formalized the system that was already working. This system included institutional assurances, institutional committees, diversity in membership, and very subjective and open-ended review criteria. 


B.
The Belmont Report – 1979
The National Commission on the Protection of Human Subjects, which was appointed in 1974, is well remembered for the publication of The Belmont Report. The Belmont Report is the cornerstone statement of ethical principles for human subjects’ protection. This and a series of reports on involvement of vulnerable subject populations became regulation as sub-parts to the basic regulation.


C.
21 CFR 50 and 21 CFR 56 - 1981




During the same era, the Food and Drug Administration (FDA) 


requirements were developing. These regulations (21 CFR 50 and 


56), first published in 1981, require that researchers seek approval 


from an IRB for investigational use of drugs, devices and biologics. 


The FDA review criteria, consent elements, and IRB membership 


were similar (but not identical) to those in 45 CFR 46.


D.
The Common Rule - 1991

In 1991, the various rules of seventeen federal agencies were reconciled and published in The Common Rule, which has been integrated into 45 CFR 46. Today, the Common Rule provides the basis for the regulations covering the protection of human subjects in research. The concepts from the Common Rule have been adopted by many private foundations, states, and institutions.

1.3
Georgia State University’s Compliance Program


A.
Rationale
Conducting research that involves human subjects is a privilege. This privilege is granted, governed by rules, and may be revoked. Maintaining such a privilege requires institutional responsibility and a program of human subjects’ protection.
The research policies contained in Roles and Responsibilities of Georgia State University Employees Engaged in Sponsored Project Management and Oversight provide general guidance for Georgia State University researchers.  
In addition, Georgia State University (GSU) has a Federal-Wide Assurance of Compliance (FWA) [see section 3.1 (B)], filed with the Office for Human Research Protections (OHRP) in the Department of Health and Human Services (DHHS). In this statement, GSU assures DHHS that it will institute and maintain a program to ensure that the rights and welfare of human subjects will be adequately protected in all research conducted under the auspices of Georgia State University.

The GSU program integrates the ethical principles discussed in the Belmont Report and complies with all applicable laws and regulations, including those governing the Department of Health and Human Services (45 CFR 46) and the OHRP guidance.


B.
GSU’s Compliance Program
The GSU Compliance Program for the protection of human subjects includes:


1.
An Institutional Review Board (IRB)


The charge of the Georgia State University’s Institutional 


Review Board (IRB) is: 

· To protect human subjects involved in research at the University from undue risk;

· To assure compliance with federal standards and requirements; and

· To ensure that human subjects are informed and consent to their involvement with full awareness of what that involvement entails.

The IRB at GSU has responsibility to oversee procedures for carrying out the University’s commitment to protect human subjects in research.  The IRB shall review and is authorized to approve, require modifications in (to secure approval), or disapprove all research activities using human subjects covered by this policy.

The basis for the Georgia Board of Regents’ policy and the IRB charge is found in the Code of Federal Regulations (CFR).  Although protection of research subjects is a concern of all federal agencies that sponsor research, leadership is vested in the National Institutes of Health’s Office for Health Protection Research (OHRP) and the Food and Drug Administration (FDA).  The OHRP has general responsibility for the protection of humans as subjects in research, and the FDA regulates the use of experimental drugs and medical devices.

The OHRP’s primary method of regulating compliance of institutions is through “assurances.” Federal-Wide Assurance of Compliance (FWA) is a standing agreement with OHRP with approval for five year intervals. The University’s assurance identifies our responsibilities and explains the steps that we will take to meet the federal regulations for research on human subjects. Under certain conditions, additional assurance documents must be filed. GSU’s federal wide assurance number is: FWA00000129. 


2.
An Internal Program of Oversight 
Audits of research studies are conducted to identify possible weaknesses and elicit process improvements in human subjects protection. The GSU Compliance Program will periodically audit a selection of the research programs with currently active and continuing review protocols.  Please see chapter 12.3.C.3.

3.
Educational Programs
GSU’s web pages, the Roles and Responsibilities of Georgia State University Employees Engaged in Sponsored Project Management and Oversight document, this manual, the GSU’s Required Education on the Protection of Human Research Subjects, and presentations provide education for Georgia State researchers.

IRB members receive orientation to the responsibilities of IRB service. All IRB members are also required to attend an annual training/educational workshop to enhance their knowledge on IRB issues and procedures.  In addition, educational updates are routinely provided at IRB meetings.



4.
Required Education on the Protection of Human Research Subjects 



All researcher team members must complete a required educational program on ethics and procedures for the use of human subjects in research before the IRB may approve a proposal.  For detailed information, please see Section 4.14.



5.
The IRB Human Research Protection Program (HRPP)
The Office of Research Integrity provides administrative support to the IRB Human Subjects Committee. 


Office Hours:
8:30 AM – 5:15 PM, Monday thru Friday 


 Office Location: 
217 Alumni Hall 






Georgia State University


Mailing Address:





Georgia State University





Office of Research Integrity





30 Courtland Street






P. O. Box 3999

Atlanta, Georgia 30302-3999 

Phone:

(404) 413-3500 


Fax:

(404) 413-3504

Chapter Two

  ETHICS

Purpose:
Introduces the ethical standards governing the review and conduct of research and discusses the various ethical codes that have laid the groundwork for human subjects regulations.

Sections:
2.1
Values and Conflicts

2.2
Ethical Codes


2.3
The Belmont Report

2.4
Professional Organizations

2.5
International Codes


2.1
Values and Conflicts

Each participant in research – subject, Principal Investigator, IRB member, institutional administrator, regulatory agency, and the public at large – brings his or her own set of values to the consideration of what is ethical and proper research behavior. 

Factors that affect various participants’ views include potential risks and benefits, financial or special interests, cultural norms, religious beliefs, and moral values, just to name a few. 

For example, some considerations that affect subjects' views of participation are:

· Individuals who are terminally ill may make different decisions from those with a minor illness. 

· Persons’ particular religious beliefs may affect willingness to participate in a research study. 

· Parents may or may not want their children exposed to some subject content in interviews or questionnaires. 

· In some cultures, women cannot speak – or give consent – without the permission of a male head of the household. 

· Justice is defined in very different terms in different cultures. 

· The term "voluntary" is defined very differently in the US and other nations. 

A.
Conflicts of Interest


Conflicts can complicate the making of ethical decisions.


1.
Principal Investigator
Conflicts can affect the decisions of the Principal Investigator (PI). GSU policy, as documented in the Research Policy Handbook, recognizes two forms of conflict: those among competing commitments of time and intellectual energy and those among competing interests such as between missions or financial rewards. For more information on conflicts of interest see section 12.1.  For information on conflicts with students as subjects see 10.4.A.7.


2.
Research Staff
The need to follow the directions of the PI could conflict with the time allowed or the perceived best interest of the subjects.


3.
IRB Members
IRB members may not participate in the deliberations of the IRB when they are reviewing an application on which they are researchers or have potential conflicts of interest.  During these deliberations, the IRB member must leave the room and the minutes must reflect that they were not present during the deliberations and vote.


2.2
Ethical Codes


A.
Introduction

Ethical codes governing research with human subjects have been established over the last several decades. They apply equally to all participants in the quest for knowledge: researchers, coordinators, IRB members, institutional officials, and representatives of the funding agency. 

The established ethical principles also apply to all fields of research. The basic principles are equally important in educational, social, behavioral, and biomedical research.

B.       Historical Perspective

1.
Ancient Standard - 4th Century B.C.
The ancient standard of most relevance comes from the writings of Hippocrates, in which he exhorts physicians to "do no harm" and "to maintain as confidential that which is told to them."  Much of our current regulation is a response to events in the past that violated this standard.

2.       The Nazi Concentration Camp: 1939-1945

The first modern code that applied directly to human subjects research or experimentation was the Nuremburg Code. This code was written in 1947 by the American judges considering the atrocities of German physicians who conducted experiments in the concentration camps. 

Two of the ten principles listed in the Code considered the rights of subjects. The first principle stated that "the informed consent of the subject is absolutely essential," while the ninth principle established the right of a subject to refuse. 

The second principle required that the study "be so designed as to yield fruitful results."

The remaining principles refer to the duties of those conducting research and their responsibility to protect the welfare of the subject.

 3.       The USPHS Study of Untreated Syphilis in the Negro Male (The Tuskegee Study) – 1932 to 1972
Initially well-intentioned, the United States government-sponsored Tuskegee Study that ran from 1932 to 1972 ultimately deceived and denied treatment to hundreds of African American men with syphilis (despite the existence of a proven cure) in the interest of pursuing a “never again” scientific opportunity to study untreated syphilis. 


Lessons learned from this study include the importance of ethical treatment of vulnerable subjects, the importance of equitable selection of research subjects, the need for periodic review, the value of review by those outside the immediate circle of researchers, and the importance of the informed consent process for the protection of subjects’ rights.
4.     Moore vs. The Regents of the University of California – 1984 to 1990
In 1984, a patient sued the University of California for misappropriating his blood cells and causing him financial and emotional stress, when he discovered that his treatment for leukemia at UCLA was unduly extended, because his physician was using his cells without his knowledge to develop a valuable cell line. This cell line was patented by the University and commercially developed into profitable anti-bacterial and anti-cancer drugs. 

Though in 1990, the court made a determination against the patient, this legal case sharpened concern about conflict of interest when:

(1)
 the physician is also the researcher; and 

(2) 
the researcher is in a position to gain financially.
2.3     The Belmont Report

A.       Key Elements of Report

The three principles established in the Belmont Report are crucial to the understanding of ethical issues in research. They are used as the framework for the protection of human subjects for both biomedical and behavioral research in the United States. These principles are useful for researchers, IRBs, and regulators for both the review of proposals and the evaluation of actions.

1.       Respect for Persons/Autonomy
Respect for persons means respecting the autonomy of research subjects. Vulnerable subjects, defined as those with diminished or limited autonomy, are entitled to have additional protections.

To allow a subject to express self-determination requires giving that person sufficient, accurate information to be able to make a choice or to ask questions. It means imagining the needs, drives, and fears of a potential subject and framing the process to maximize his or her expression of autonomy. 

Respect for persons can be found in the regulations as the need to have an informed consent process and the need to protect those with diminished autonomy.
2.        Beneficence
Beneficence is the act of securing the well-being of research subjects. One must: (1) do no harm, and (2) maximize possible benefits and minimize possible harms.

The principles under beneficence have found regulatory expression in the IRB review criteria: all risks must be minimized and intended benefits must exceed potential risks.

3. 
Justice
Justice calls for fairness in the distribution of the burdens and benefits of research. Benefits should not be denied without good reason, and burdens should not be unduly imposed.

The principle of justice is reflected in the regulations through the review criteria requiring equitable selection of subjects.
2.4
Professional Organizations

Most researchers at preeminent academic institutions are members of various professional organizations. Most such organizations have codes of conduct that govern the actions and behavior of their members, and many of these codes have specific references to the conduct of ethical research and the duties of both researchers and their staff.

Georgia State University's Federal-Wide Assurance of Compliance with the DHHS Regulations for Protection of Human Subjects begins by asserting that: “This institution assures that all of its activities related to human subject research, regardless of funding source, will be guided by the ethical principles as set forth in the "Belmont Report." 
2.5 
International Codes

Several codes of conduct apply internationally:

 
A.
The Declaration of Helsinki - 1964
In 1964, the World Medical Association adopted the initial version of the Declaration of Helsinki. This document governs medical research in all national medical associations that endorse its tenets. It calls for review of the study by an independent committee, recognizes subject rights, and requires protection of subject welfare. 

B.
International Ethical Guidelines for Biomedical Research Involving Human Subjects - 1993
The Council for International Organizations of Medical Sciences (CIOMS) is an international, nongovernmental, non-profit organization established jointly by WHO and UNESCO in 1949. In 1993, the council published the International Ethical Guidelines for Biomedical Research Involving Human Subjects (developed in conjunction with WHO), which further defined the principles from the Declaration of Helsinki in reference to research conducted in developing countries.


Chapter Three

REGULATIONS

Purpose:
Regulations, built on the ethical principles outlined in the previous chapter (Ethics), govern much of the research conducted in the United States and all research and training involving human subjects at Georgia State University. This chapter provides an overview of the regulatory framework governing institutions, IRBs, and researchers.

Sections:
3.1
The Common Rule



3.2
Federal Agencies



3.3
Good Clinical Practice



3.4
State Regulations



3.5
Institutional Rules



3.6
Individual Responsibilities

3.1
The Common Rule


A. 
Code of Federal Regulations

The Code of Federal Regulations is a compendium of all federal regulations in the United States. Each federal agency has a Title number; and within each Title, there are chapters and parts. For human subjects’ protection in research, the most relevant are 45 CFR 46 and 21 CFR 50, and 21 CFR 56.

45 CFR 46 set forth regulations governing research funded by the Department of Health and Human Services (DHHS). 

21 CFR 50 and 21 CFR 56 set forth the regulations governing research funded by the Food and Drug Administration (FDA)

B.
Department of Health and Human Services (45 CFR 46)
The Department of Health and Human Services (DHHS) requires institutions that receive grants from the Department to assure that the institution will have a program for the protection of human subjects, a component of which is an IRB, to review all research and training activities within that institution.


This assurance, called a Federal-Wide Assurance of Compliance (FWA), is an enforceable signed agreement between the DHHS and the institution receiving funds. Within the framework of the FWA, Georgia State University has agreed to enforce 45 CFR 46 as the minimum standard for all studies across the entire institution, whether or not a study is funded by the government.

45 CFR 46 has several sub-parts that require additional protections for specified vulnerable populations: prisoners, children, pregnant women and fetuses. 

Within the DHHS there are several agencies that function semi-autonomously: the National Institutes of Health (NIH), the Food and Drug Administration (FDA), and the Centers for Disease Control (CDC).

3.2 
Federal Agencies

A.
Food and Drug Administration (21 CFR 50 and 56)
The FDA, an agency under DHHS, adopted the Common Rule in 1991, but it also published several major deviations in order to adapt the rule to its regulatory mandate. The major differences are:

· No assurance statement or agreement is required from the institution. The primary relationship is between the FDA and the researcher. The researcher agrees to abide by FDA regulations when signing the FDA form 1572, also called an Investigator's Agreement. 

· The FDA regulations cover the operations of the IRB rather than the institutional research administration program. Thus, an FDA warning letter affects only the operation of FDA-regulated IRB actions rather than the institution's entire research administration program. 

· The definition of clinical investigation is different and is narrower than the definition of research provided in 45 CFR 46. 

· The waivers allowed from the consent process and consent form requirements are different. 

The penalties for serious or continuing non-compliance can include criminal judgments against the researcher directly. The FDA can and does audit the work of IRBs and clinical researchers.

B.
Other Federal Agencies


Several federal agencies fund and regulate their own research, such as the Veterans Administration, Department of Education, and Department of Justice.  They are also covered by the Common Rule. However, additional regulations apply.

1.
Veterans Administration (38 CFR) 
An IRB reviewing VA studies must have a member who is a representative of the VA.

2.
Department of Education (34 CFR) 
These regulations allow exemptions specific to the educational setting.

3.
Department of Justice (28 CFR) 
The Department has special concerns surrounding prisoners and confidentiality of data in studies collecting information on illegal activities. 

3.3
Good Clinical Practice (GCP)

The FDA has a series of regulations setting the minimum requirements for principal investigators, researchers, and sponsors. These include rules about drug accountability, source documentation, adverse event reporting and safety reports, responsibilities of sponsors and monitors, monitoring of study activity, data integrity, and financial conflicts. Taken together this set of requirements is known as Good Clinical Practice (GCP). All researchers conducting regulated research should be conversant in GCPs.

International Conference on Harmonization (ICH) 
A movement toward international GCP standards has occurred over the last few years. The ICH, an effort involving the U.S., the European Union, and Japan, published a guideline for Good Clinical Practice. This worldwide document offers uniform standards in clinical studies, definitions of safety and efficacy, manufacturing, and approval. 

3.4
State Regulations

Each federal regulation makes clear that compliance with the federal regulations will not conflict with pertinent state or local laws or regulations.

Georgia's legislature has enacted several laws that set additional legal requirements.

A. 
Age of Consent


The basic age of consent for participation in research is 18, which is also the age at which Georgians may enter contracts or consent to medical services.  Parental permission must be sought for subjects under 18; exceptions to this requirement may only be granted by the IRB.

B. 
Legally Authorized Representative


State as well as federal rules allow consent to be granted, under specific circumstances, by a legally authorized representative instead of by the subject (e.g., parent for a minor).

C. Emancipated Minor


Georgia law recognizes the concept of the “emancipated minor”.  An emancipated minor is a person under the age of 18 who is nevertheless considered to be an adult and therefore able to consent for themselves.  Special precautions need to be taken to ensure that the participant is, in fact, an emancipated minor.

3.5
Institutional (GSU) Rules

Although federal rules define the national minimum standard, implementation is at the local level. Each institution responds in its unique way to the basic requirements. 

The Federal-Wide Assurance of Compliance (FWA) forms the basic set of rules for Georgia State University’s institutional program for the protection of human subjects. The information in the FWA is further refined by this Human Subjects Manual, the Roles and Responsibilities of Georgia State University Employees Engaged in Sponsored Project Management and Oversight document, and various other GSU documents reflecting the institutional culture.
3.6
Individual Responsibilities

Every person involved in research – subjects, the Institutional Official, the Institutional Official’s Designee, the Research Compliance Director, the IRB Human Subjects Members, the IRB Staff, Principal Investigators,  Faculty Sponsors, Student/Staff Researchers, Research Coordinators, Contract Research Organizations, and Sponsors – should understand his or her role on a project in light of the ethical principles described in the previous chapter.

A.
Subjects

Subjects may be patients or healthy volunteers. They may be employees or students. As well as privileges, subjects have responsibilities: to tell the truth, to ask for clarification, to follow the protocol, to notify the study personnel of their non-compliance, and to tell the researchers if they wish to withdraw from the study.

B. Institutional Official

The Institutional Official signs the Federal-Wide Assurance of Compliance on behalf of the institution and has the authority to determine the practices within that institution. This person is responsible for assuring that the program is functional, adequately staffed and funded, and respected in the research community.
          The Vice President for Research is GSU's Institutional Official.

Chapter Four

PRINCIPAL INVESTIGATOR’S RESPONSIBILITIES

Purpose:
Summarizes the responsibilities of Principal Investigators as well as Faculty Sponsors and Student/Staff Researchers

Sections:
4.1
Overview


4.2
Protocol Development


4.3
Professional Judgment


4.4
Study Conduct


4.5
Administration


4.6
Research Personnel


4.7
Interaction with IRB


4.8
Informed Consent


4.9
Confidentiality of Data


4.10
GSU Faculty Sponsors


4.11
Faculty Advisors


4.12
Student/Staff Researchers


4.13
 Departmental Chairs’ Responsibility

4.1
Overview
The protection of human subjects in research is the shared responsibility of Principal Investigators (PIs), sponsors, and the IRB. But the ultimate responsibility for the safety and welfare of subjects rests with the PI. 

In developing research protocols, PIs must design studies that are scientifically sound and that will yield valid results. They must be appropriately qualified to conduct the research. They must also ensure that the research is conducted responsibly and that all research personnel are adequately trained and supervised. 

Additionally, PIs must disclose to the appropriate administrator(s) any potential conflict of interest. If granted approval for their research, they must conduct the study according to the protocol approved by the IRB. Any new information, modification, or adverse event must be promptly reported.

PIs must also ensure that the rights of subjects are protected. Before subject participation, consent must be properly obtained and documented. Adequate provisions must be made to protect the privacy of subjects and maintain confidentiality of data. 

It is important for PIs to ensure they complete the IRB process which includes receipt of all necessary documents and obtaining the IRB approval letter.

Research is initiated when researchers contact or begin recruiting potential participants and is not permissible without the IRB approval letter.  

4.2
Protocol Development

A protocol is a formal document that establishes the conditions under which research is to be conducted. In developing a protocol, PIs should develop well-designed studies that have clearly defined objectives, sound methodology, appropriate statistics, and rigorous analysis that yield valid, verifiable results.

The selection of subjects must be equitable and appropriate to the goals of the study, and adequate protections for subjects during the conduct of research must be provided.

A protocol should include the following:

(1)
specific research objectives
(2)
the research methods and procedures
(3)
the statistical/analytical methods to be used
(4)
how data will be monitored, if applicable
(5)
security measures for the protection of research data

(6)
funding/grant source
(7)
personnel and facility considerations
(8)
human subjects issues, such as:

· the inclusion/exclusion criteria 

· justification for any inclusion of vulnerable subjects (for example, 

· those with limited autonomy or those in subordinate positions 

· such as children and prisoners)

· the intended gender, age range, as well as racial and ethnic 
distribution of subjects

· the potential risks and benefits associated with the study 

· alternatives available to subjects 

· the recruitment methods 

· the informed consent process 

· additional protections for subjects incapable of giving consent

· assessment of understanding of presented information 

· justification of any non-disclosure and description of post 
study debriefing 

· justification of any costs that subjects will incur 

· description of any reimbursements or incentives
4.3
Professional Judgment

The professional judgment of the Principal Investigator is critical in assuring that subjects are adequately protected throughout the research process. It is up to the PI to ensure that: (1) subjects are treated with dignity and their autonomy is respected; (2) subjects are protected from harm by maximizing potential benefits and minimizing possible risks; and (3) the benefits and burdens of research are equitably distributed.

Professional judgment is equally important in maintaining the integrity of the research process. The purpose of psychosocial and behavioral practice is to provide diagnosis, preventive treatment, or therapy, and interventions that are designed solely to enhance the well-being of the client.  Research constitutes activities designed to contribute to general knowledge, and activities are exploratory in nature or are applied in order to test a hypothesis and draw conclusions. Any therapeutic benefit to the subjects is secondary to the objectives of the study. 

When the line between research and practice is blurred and/or the protection of human subjects comes into cross-purposes with the scientific endeavor, it is up to the PI to strike an acceptable balance between the pursuit of knowledge and the rights and needs of subjects. The PI must ensure that any balance between research and therapy will not value knowledge more highly than basic human rights and will always result in adequate care for the subject.

4.4
Study Conduct

PIs must be qualified by education, training, and experience to accept responsibility for the conduct of the research project. They must meet all the qualifications specified by the applicable regulatory requirements and should provide evidence of such qualifications by submitting an up-to-date curriculum vitae and relevant documentation as requested by the sponsor, IRB, and/or regulatory authorities. 

The PI is responsible for conducting the study in a manner that is scientifically sound and for ensuring the use of appropriate methods and correct procedures. The PI must assure that all personnel under his or her supervision are adequately trained and supervised and that research duties are delegated to individuals qualified to perform the assigned tasks.
The PI must also ensure that ethical principles are observed in the conduct of research. The PI holds personal responsibility for all study-related conduct and activities of the research team.

Additionally, the PI is required by law to conduct the study according to:

· the investigational plan as approved by the IRB 

· GSU institutional policies 

· all federal and state applicable regulations

FDA-regulated studies require additional responsibilities for the PI to:

· comply with the signed investigators’ agreement (Form 1572) 

· supervise use of the test article 

· maintain accurate study records

· maintain control of all test articles (e.g., drugs, devices) to ensure 


that no people other than those identified to the FDA are given 


access to the test article 

4.5     Administration
Beyond the scientific and clinical conduct of the study, responsibilities of the Principal Investigator include: 

· compliance with federal, state, and local laws and GSU policies, including disclosure of any potential conflict of interest 

· fiscal management of the project 

· training and supervision of all students, staff and other team members working on the project 

· compliance with the sponsor’s terms and conditions (e.g., non-disclosure of sponsor confidential information) 

· submission of all technical, progress, financial, and invention reports on a timely basis

· submission of revision and renewal applications in a timely manner and obtaining approval for changes prior to implementation 

4.6      Research Personnel


All research personnel must complete the required educational training on the protection of human research subjects, Collaborative IRB Training Initiative (CITI).  For more information, please see section 1.3.B.4 (GSU’s Compliance Program) of this manual. 

The conduct of a study usually requires the involvement and contribution of other individuals under the direction of the PI. PIs should delegate tasks to other team members based on their qualifications and capabilities. 

A.       Co-Investigator(s)

A co-investigator(s) is/are any member(s) of the research team who helps in the design or conduct of the study. Any individual designated to perform study-related procedures and/or make study-related decisions could be considered a co-investigator. Typically, those designated as co-investigators play a very significant role in the research investigation.
B.
Clinical Research or Study Coordinator

The clinical research/study coordinator is a research professional working under the direction of the PI. The coordinator’s responsibilities may include screening and recruiting subjects, collecting and recording clinical/research data, and maintaining clinical/study supplies.

C.
Other Team Members
Other team members may also be designated by the PI to perform specific tasks. These members may include a variety of professionals, statisticians, laboratory technicians, and administrative staff.

In delegating study-specific tasks and responsibilities to other members of the research team, the PI must assure that those assuming a duty are well trained and competent. 

For example, the PI is held responsible if:

· a technician is poorly trained 

· a coordinator gives an incorrect answer in the consent process 

· a researcher falsifies data 

· an interviewer discusses private information 

D.
Student PI

IRB policy states that the PI of a study must be a faculty member.  When a student PI is listed on a study, the IRB recognizes that it is primarily that student’s research. See section 4.12 for more on the student PI’s responsibilities.

4.7
Interaction with IRB
Federal regulations require that any research study involving human subjects must be reviewed and approved by an IRB.  A detailed discussion of the roles and responsibilities of Georgia State University’s Institutional Review Boards is presented in Chapter 5. 

A.
Protocol Submission


It is the PI’s responsibility to submit a written protocol to the IRB for review and approval. Requirements and procedures are presented in Chapter 6. 

B.
Study Conduct and Modification

If granted approval for their research, PIs must conduct the study according to the protocol approved by the IRB. Any new information, modification, or adverse event must be promptly reported to the IRB and subjects must be informed of any change that may affect their willingness to participate.

C.
Renewal Application and Progress Reports

IRB approvals for expedited and full board studies are granted for no more than twelve months, and renewal applications must be submitted in sufficient time to ensure the non-interruption of studies. If the expiration date passes before the continuing approval is received, the study must cease.  The IRB may also request and researchers must provide progress reports during the course of the study.
D. 
Study Closure

At the conclusion of the study, PIs involved in research must submit a study closure report to the IRB.  Please see 9.7 for more information on study closures.  
4.8
Informed Consent

Informed consent is not just a form or a signature, but a process of information exchange that may include: (1) recruitment materials; (2) verbal instructions; (3) written materials; (4) question/answer sessions; and (5) agreement documented by signature. 

PIs are responsible for assuring the quality of the informed consent process and for making sure that proper consent is obtained and documented before subject participation. 


For more detailed discussion, please refer to Chapter 8 of this manual.

4.9
Confidentiality of Data

Principal Investigators working with human subjects must safeguard the privacy of participants and protect the confidentiality of personal information. 

Safeguard mechanisms should be established, maintained, and documented throughout the research process:

1. full information about the privacy and confidentiality of data must be provided to prospective participants through the informed consent process 

2. sustained attention must be paid to maintaining confidentiality of research data in the design, implementation, conduct, and reporting of research 

Unintentional breaches must be avoided by taking additional precautions in communication, administration, and storage of information. 

For more detailed discussion, please refer to the Privacy and Confidentiality section in Chapter 12 of this manual.

4.10
GSU Faculty Sponsors

If a non GSU researcher wishes to conduct research on this campus, the researcher must first obtain a GSU faculty sponsor.  The Faculty Sponsor serves as the local Principal Investigator for this study.  The non GSU researcher will be named as Co-Principal Investigator.  The role and responsibilities of the GSU faculty sponsor are as follows:

· reviews protocol application prior to submission to the IRB

· assures that the researcher is competent

· provides guidance on institutional policy and procedures
· assures proper application and reporting to the IRB

4.11
Faculty Advisors

In student/staff research, the Faculty Advisor (FA) is named as the Principal Investigator and provides supervision and guidance to the student/staff researcher (the Student PI). 

When a faculty member agrees to be a Faculty Advisor, he or she agrees to the following responsibilities:

· oversees the design and conduct of the study 

· ensures that the student/staff member assuming duties are well-trained and competent 

· reviews protocol application prior to submission to the IRB 

· provides guidance in the protection of research subjects 

· assures proper application and reporting to the IRB 

· works with student/staff researcher to identify revisions warranted by unexpected events/circumstances 

4.12
Student/Staff Researchers
In student/staff research, the Principal Investigator is the Faculty Advisor.  The student is the Student Principal Investigator and has the following responsibilities.  

· design of the study (with supervision of the FA) 

· conduct of the study and all study-related activities 

· conduct of self and collaborators 

· protection of the rights and welfare of subjects, including obtaining informed consent and maintaining privacy and confidentiality of data 

· proper application and reporting to the Human Subjects IRB 

· compliance with approved protocol 

· consultation with the FA and identification of protocol revisions warranted by unexpected events/circumstances 

Student thesis and dissertation work must have IRB approval.  If the thesis or dissertation work is a part of a faculty protocol and has a different purpose, the student must submit a new study and reference the faculty protocol title and protocol number in his or her IRB application.

4.13
Departmental Chairs’ Responsibilities

At GSU, Department Chairs or their designees are responsible to review and attest to a protocol’s scientific merit before it is submitted to the IRB for review and approval.  The review and attestation at the Department level should be undertaken with care, and Chairs should be encouraged to utilize expertise within the Department to ensure appropriate peer review of a protocol before it is submitted to the IRB.


Departmental Chairs or their designees are required by the Institutional 
Review Board to:

· Review all IRB applications and their protocols submitted by all faculty, staff, and students in their department;
· Assure the IRB that applications meet IRB minimum requirements;
· Attest that the proposed research is valid and appropriate; and
· Sign-off on the IRB application indicating departmental/school approval and forward to the IRB for review and approval.
· IRB applications can not be accepted without the departmental chair or head sign-off unless the IRB chair or designee has given special permission.
Scientific validity and appropriateness refers to the following: “Scientific review for both biomedical and behavioral/social science research considers the soundness and worth of the hypothesis, the procedures used to test the hypothesis and the adequacy of the analysis to be employed.  For clinical trials, sample size justifications are based upon statistical significance and predicted results.  For both behavioral and biomedical research, it is important that scientific rigor be maintained because, as the Belmont Report indicates, exposing subjects to any risk is unethical if valid scientific results are not possible.” (Protecting Study Volunteers in Research, Second Edition, Chadwick and Dunn, p. 47)

Conversely, putting more participants at risk than is necessary to adequately answer the research question would also be considered unethical. Finally, the data collected during the research trial must be complete and accurate. Inaccurate or faulty data can lead to misleading or faulty conclusions, puts participants at risk with no potential for benefit to them or society, and squanders scarce resources. (IRB Guidebook. NIH, p. 4-1)

4.14 
Required Education on the Protection of Human Research Subjects 

All researchers who interact with human subjects to collect data or who handle data must complete a required educational program on ethics and procedures for the use of human subjects in research before the IRB may approve a proposal.  Georgia State University (GSU) has selected the Collaborative IRB Training Initiative (CITI) as the best and most efficient mechanism for delivering education to GSU researchers involved with human subjects research.  The CITI is an on-line educational training course that provides relevant, up-to-date information on the protection of human research subjects in the format of instructional modules.  The researcher may select the more appropriate group of modules based upon the type of research being conducted (social/behavioral or biomedical).  Each module of training, developed by experts in the national IRB community, requires mastery of an associated quiz.  Certification is provided upon completion of the modules and the GSU administrator is automatically notified of successful completion of each module.  This certification is valid for three years.  At that time, it is necessary to complete a refresher course.  

The training is required for the Principal Investigator (PI), Co-Investigators, Student PI, and other key personnel who are responsible for the design and/or conduct of the study.  The requirement also applies to sub-contractors, consultants, individual fellowship applicants, study coordinators, and persons who conduct procedures or conduct health or opinion surveys or interviews.  Graduate and undergraduate student research assistants who are collecting data from human subjects including providing explanations or answering questions about the research or data gathering instruments are required to complete the training program.  Study personnel who handle data or complete activities such as making transcripts must complete the training program.  Individuals providing only technical services such as setting up a room, or handing out and collecting survey instruments without providing explanations or answering questions about the research or data-gathering instruments are not covered by this requirement; however, they should receive instruction on maintaining privacy and confidentiality of data.  The PI is responsible for ensuring that all personnel are properly trained.  

CITI certification from other institutions is acceptable provided the certification was obtained within the last three years. If CITI training is obtained at another Institution, the completion report must be provided to the GSU IRB. Non-GSU personnel can provide certifications of human research protections programs that may have been required at another institution. GSU personnel are required to complete the CITI training.

Chapter Five

Georgia State University's Regulatory Program

Purpose:     The core requirement for a program of protection of human subjects is the existence of an institutionally sanctioned and supported Institutional Review Board (IRB). This chapter focuses on the specific roles and functions of Georgia State University’s IRB. 

Sections:      5.1      GSU’s IRB
                      5.2      IRB Membership

                      5.3      IRB Voting Requirements

                      5.4      IRB Decisions

                      5.5      Confidentiality of IRB Proceedings

5.1
GSU’s IRB

GSU currently has one IRB. The IRB is organizationally housed in the Office of Research Integrity within University Research Services and Administration.  
The Office of Research Integrity also houses: (1) Institutional Biosafety Committee, (2) Institutional Animal Care and Use Committee, (3) Radiation Safety, and (4) Environmental Programs.
A.
Setting Policy for IRB


The IRB recommends procedures for conducting research on human subjects to the Associate Vice-President for Research Integrity.  As appropriate, the IRB may consult with other Georgia State University committees before making these recommendations.

B.
Annual Reports


Annual reports, which summarize the nature and volume of the IRB's activities and its discussion of regulatory or policy issues and precedents, are submitted yearly by the IRB to the Vice-President for Research by July 30th.

C.
The IRB and its Interactions with Other GSU Programs

The IRB is at times required to interact with other departments or research compliance committees. In some cases, the approval of another GSU body may be required prior to or in addition to the IRB review such as Radiation safety or the Institutional Biosafety Committee.

C. Conflict of Interest

If a project involves potential conflicts of interest, the researcher’s School Dean is notified. The School Dean’s Office, through its oversight and review, will review and manage the conflict. 

The IRB will conduct its review in parallel with the conflict of interest review by the School Dean’s Office, but will not issue an approval until notified of the School Dean’s decision.

E.
Grants and Contracts

 
The PI should contact the Office of Sponsored Research Programs when projects are sponsored.

F.
Legal Affairs 

A member of the Office of Legal Affairs is always available to consult with the IRB on matters of legal concern or when PIs have legal issues that involve the University and/or research.

5.2
IRB Membership
Since its inception, the IRB has fostered review by a peer group not involved in the study protocol under consideration. In order to provide an open discussion regarding human subjects’ protection from risk and adverse events, the IRB has maintained a commitment to involve a diverse group involving persons from outside the institution. 

The IRB members are appointed by the Vice President for Research.

Nominations are sought from a variety of sources, including previous and current panel members, research faculty, compliance administrators, staff, and students of GSU, physicians, and various public and community groups and organizations.

A.
Terms

Members are appointed for terms of one to three years, renewable at the completion of each term upon the mutual agreement of the Vice President for Research and the IRB member.  
B.
Membership Requirements

The Common Rule establishes the minimal membership requirements for any IRB. On the IRB, there must be at least five members, including:
· both men and women, 

· one scientist and one non-scientist, 

· one member of the institution and one person who is not affiliated with the institution, and 

· consideration of diversity of race, gender, cultural backgrounds, and sensitivity to community attitudes and values. 

Among the IRB membership, there should be the ability, through knowledge or experience, to:

· review the most common types of studies,  and

· review the inclusion of any vulnerable population regularly reviewed by the board,  and

· promote respect for its advice and counsel, and 

· assess acceptability of a study in terms of institutional commitments and regulations, and 

· assess applicable law and standards of professional conduct and practice. 
C.
Alternate IRB Members

Alternate members are appointed by the Vice President for Research.  They may review expedited protocols, make recommendations on protocol approval, as well as participate fully in all IRB meetings. An Alternate member may only vote in the IRB meeting when replacing a designated member of the IRB.

D.
Use of Consultants

Assigned reviewers may determine that there is insufficient expertise on the IRB to assess the risks or the benefits. The IRB may ask for an expert consultant. This person will advise the Board but will not vote on the IRB application.


E.
Conflicts of Interest
No IRB member participates (other than to provide requested information) in the initial or continuing review of any protocol in which they have a conflicting interest. This includes review of any material submitted over the course of the study or the duration of the member’s term. 

If a member has a conflict, that member must excuse himself/herself from the deliberation, discussion, and vote on that study takes place.  Unless requested to remain in order to provide additional information, it is expected that the member will leave the room until after the vote is taken. 

Absence from the vote is noted in the minutes.  
Conflicting interest includes, but is not limited to, the following:

The IRB member . . . . . 

· is or will be an investigator in the research; 

· serves on the dissertation or masters committee;

· has a financial or managerial interest in a sponsoring entity or product being evaluated in the research; 

· has a close family relationship with an individual who is one of the investigators or who has a significant financial or managerial interest in a sponsoring entity or product being evaluated in the research; and/or 

· voluntarily excuses him/herself for personal reasons.

F. Confidentiality Assurances of IRB Members

Annually, each IRB member is required to sign a Confidentiality Agreement with the Board of Regents of the University System to assure that all Georgia State University IRB members:

· maintain in confidence all confidential information and agree not to disclose such confidential information to third parties without the prior written permission of GSU;

· use the confidential information only for the purpose of reviewing research proposals submitted to the IRB for review and approval; and

· disclose the confidential information only to those persons having a need to know for the purpose stated above, and that such persons shall be advised of the obligations set forth in the written Confidentiality Agreement and shall be obligated in like manner.

5.3
IRB Voting Requirements


A.
Who Can Vote?

Any regular member of the IRB who has reviewed the application and is present at the meeting may vote.  In addition, a member may also vote if he/she has been present for the entire meeting over the phone. 

B.
Who Cannot Vote?

IRB members with a real or perceived conflict of interest on a particular study should abstain from voting on that study.  An IRB member with a conflict of interest must leave the room for the deliberation and vote.  The IRB may request that the member be present before deliberation to answer questions.  

Alternate IRB members may participate in the deliberations of the Institutional Review Board but may only vote if replacing a member of the IRB at a meeting.

Consultants may not vote.

C.
Quorum


A quorum is defined as a simple majority of the voting IRB members listed on the roster and must always include at least one lay (non-scientific) member and one unaffiliated member. A quorum must be maintained through all voting on protocols. 

D.
Voting


A majority vote of the full members present is required for passage of approval of any action. The number voting for, against, and abstaining is recorded in the minutes.

5.4
IRB Decisions

A.
Decisions Available – Full IRB Review

On any application requiring full IRB action, the decisions available are:

1.
Approved 
The study activity may start as soon as approval is received if all other GSU requirements relevant to the activity have been met. The IRB approval is necessary but not always sufficient for a study to proceed. 

2.
Approval Pending with Required Modifications
Approval of a protocol will be granted by the IRB Chair or his/her designee after addition or removal of contingencies that were identified by the IRB during the convened meeting. Return to full Board is not required.
3.
Deferred


The protocol requires extensive modifications and must be re-submitted to the IRB for reconsideration by the full board after modifications are made.
4.
Disapproved
The activity (ies) may not be conducted as proposed. The researcher will be provided with written documentation of the reasons for the IRB’s decision.  A new protocol may be submitted for reconsideration after being revised to address the reasons for disapproval.

B.
Decisions Available – Expedited Review

Upon completion of review by the expedited reviewer, the protocol is forwarded to the IRB chairman or designee for review and sign-off.  On any application requiring expedited review action, the decisions available to the reviewer(s) are:

1.
Approval

Approval of a protocol can be granted by the IRB Chair or his/her designee if all other GSU requirements relevant to the activity have been met.

2.
Approval Pending with Required Modifications 

Approval of a protocol can be granted by the IRB Chair or his/her designee after addition of information or removal of contingencies that were identified by the reviewer.  

3.
Deferred


The protocol requires extensive modifications and must be re-submitted to the initial assigned IRB reviewer for consideration.

4.
Referral to Full Board
There are enough questions that a reviewer may refer the application to full IRB review.

Protocols cannot be disapproved without full IRB review.
C.
Decisions Available – Exempt Review


On any application requiring exempt review action, the decisions available to the reviewer(s) are:

1.
Approved
The activity may start as soon as approval for exempt status is received if all other GSU requirements relevant to the activity have been met.

2.
Approval Pending with Required Modifications
Approval of a protocol can be granted by the IRB Chair or his/her designee after addition of information or removal of contingencies that were identified.

3.
Referral to Full Board or Expedited Review
The study does not meet exempt status. The proposal must undergo either full IRB or Expedited Review. 

Protocols cannot be disapproved without full IRB review.
D.
Other Necessary Approvals



The IRB approval is always necessary before a research project involving human subjects may begin; however, other Georgia State University bodies may delay or prevent a study’s commencement. For example, despite IRB approval, a funding contract may not be signed for legal reasons, or the research may require resources not available at GSU. 

E.
Reversal of Institutional Review Board Disapproval

The disapproval of a research study by the IRB may not be overruled by another University authority. In cases of dispute with respect to procedures or decisions of the IRB, the PI may appeal to the Vice President of Research for mediation with the understanding that Georgia State University may not approve an activity if it has not been approved by the IRB, nor may it apply undue pressure to reverse a decision.

5.5
Confidentiality of IRB’s Proceedings

Georgia State University’s policy on Openness in Research is a fundamental principle of research at GSU. This principle is juxtaposed with the need to protect personal privacy and proprietary information. 

A.        Attendance at IRB Meetings

Regular IRB meetings are closed to the public, although exceptions may be made by the IRB. The IRB is encouraged to hold special public sessions on issues of unusual interest to the broader university community.

B.      Confidentiality of the IRB Minutes


In order to encourage open and frank discussion at IRB meetings and to have detailed records of IRB business (including confidential issues and matters under investigation), minutes of the IRB normally are not made available to others outside Georgia State University administration unless otherwise required by law or external regulations.


The votes of individual members are not recorded in the minutes.

C.
Release of Protocol Records


Written requests to release reviewed research materials (protocol, consent form, or groups of studies, etc.) should be directed to the PI with a copy to the IRB. The request should state the reason for the request. 


PIs are encouraged to grant such requests whenever possible. If a request is not granted, the PI must send a summary statement explaining the reason for denial and the purpose and nature of the study. Studies that have not been funded or initiated need not be disclosed.


No personal subject identifiers should ever be disclosed without the expressed permission of the subject and approval of the Board.


The IRB is periodically inspected by the internal audit program of Georgia State University, as well as regulatory and funding agencies, which have the right and authority to review all IRB records.

D.       Record Retention


The IRB will maintain minutes of meetings, attendance records, notes of IRB deliberations, and complete protocol files for at least three years after official closure of a study. Principal Investigators are required to retain research documents, including signed consent forms, for a minimum of three years after the official closure of a study.

E.       Record Transfers

When individuals involved in research projects at GSU leave Georgia State University, they may take copies of research data for projects on which they have worked. Original data, however, must be retained at Georgia State University by the PI.

If a PI leaves GSU, and a project is to be moved to another institution, ownership of the data may be transferred with the approval of the Vice President for Research and with written agreement from the PI's new institution that guarantees: 1) its acceptance of custodial responsibilities for the data, and 2) GSU access to the data, should that become necessary. An amendment must be submitted to the protocol.  

Chapter Six

The Review Process

Purpose:
This chapter outlines Georgia State University’s review process and requirements for research studies involving human subjects.
Sections:
6.1
Review Qualifications



6.2
IRB Review



6.3
Types of IRB Review



6.4
Full Review



6.5
Expedited Review



6.6
Exempt Review



6.7
Emergency Review



6.8
Appeals

6.9
Additional Considerations



6.10
Amendment/Modifications Review



6.11
Adverse Events



6.12
Renewal Review

6.1
Review Qualifications

To determine if an activity must be submitted for IRB review, ask the following questions: 

1. Is this activity research? 

2. Are “human subjects” involved? 

3. Is this activity within GSU’s jurisdiction? 

A.
Is this activity research?

As guided by its Federal-Wide Assurance (FWA), GSU uses the DHHS definition of research. This definition is far broader than, and is inclusive of, the FDA definition. The DHHS definition, taken from the Common Rule, covers many disciplines other than clinical biomedical investigations. It is, however, important to review both definitions.

	Common Rule 45 CFR 46
	FDA 21 CFR 56

	Research means a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program which is considered research for other purposes. For example, some demonstration and service programs may include research activities. 

A systematic investigation that is not designed to be generalizable is not "research." A quality assurance audit may be very systematic but is not designed to be generalizable; it is therefore not research.
	Clinical investigation means any experiment that involves a test article and one or more human subjects, and that either must meet the requirements for prior submission to the Food and Drug Administration under section 505(i), 507(d), or 520(g) of the act, or need not meet the requirements for prior submission to the Food and Drug Administration under these sections of the act, but the results of which are intended to be later submitted to, or held for inspection by, the Food and Drug Administration as part of an application for a research or marketing permit.



B.
Are “human subjects” involved?
As guided by its Federal-Wide Assurance (FWA), GSU uses the DHHS definition of human subject. This definition is far broader than, and is inclusive of, the FDA definition. The DHHS definition, taken from the Common Rule, covers many disciplines other than biological and psychosocial investigations. It is, however, important to review both definitions.

	Common Rule 45 CFR 46
	FDA 21 CFR 56

	Human subject means a living individual about whom a researcher (whether professional or student) conducting research obtains:

1. data through intervention or interaction with the individual, or 

2. identifiable private information. 

INTERVENTION includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes. 

INTERACTION includes communication or interpersonal contact between researcher and subject. 

PRIVATE INFORMATION includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical record). Private information must be individually identifiable (i.e., the identity of the subject is or may readily be ascertainable by the researcher or associated with the information) in order for collection of information to constitute research involving human subjects.
	Human subject means an individual who is or becomes a participant in research, either as a recipient of the test article or as a control. A subject may be either a healthy human or a patient.


C.
Is this activity within GSU’s jurisdiction?
Research covered by any one of the following elements is within GSU’s jurisdiction:

1.
Research conducted by or under the direction of any employee or agent of Georgia State University in connection with his or her institutional responsibilities (regardless of the location of the project)
2. 
Research using any property or facility of GSU
Approval of the Georgia State University IRB is required for all human subjects research conducted on Georgia State University properties and facilities that include:

· Georgia State University 

· Alpharetta Campus of GSU 

· Language Research Center

3. 
Research involving the use of GSU's non-public information to identify or contact human research subjects or prospective subjects
Data that are owned by or managed by GSU may not be used without IRB approval. For example, client records are confidential and may not be used for research purposes without IRB approval.

4.
Satisfies a requirement imposed by the University for a degree program or for completion of a course of study


Students completing research involving human subjects for a dissertation or thesis must obtain IRB approval.  

5.
Is certified by a dean or department head to satisfy an obligation of a faculty appointment at the University, including clinical or adjunct appointments

If an activity requires IRB review, proper IRB approval is necessary before the project can begin. Re-approval, in the format of a renewal application, is necessary at least annually for expedited and full board studies. No activity is allowed to continue if approval has expired.

6.2
IRB Review

For projects where the activity must be reviewed, the nature of the research will result in the type of review and whether the review requires full IRB review of the protocol.
The PI should attempt to determine the needed type of review for a particular activity.  When submitted, the selected designation will be reviewed by the IRB staff and the designated reviewer(s). 

6.3
Types of Review

For initial submissions, there are four types of review: Full, Expedited, Exempt, and Emergency.

Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

A.
Full Review 

While the majority of human subjects research activities at GSU are not subject to full IRB review, the IRB still invests most of its time at its monthly, convened meetings on those protocols that do require review by the full IRB. These activities pose more than minimal risk to human subjects and/or do not qualify for Expedited or Exempt review for other reasons. 

Protocols requiring full board review are subject to further continuing review by the IRB.

B.
Expedited Review

Expedited review is the consideration of research protocol by one reviewer and does not require discussion at a convened meeting. 

To qualify for initial expedited review, the study must:

· be a minimal risk study, and 

· include only procedures that are on the list of specified categories (see Expedited Categories in Chapter 6.5). 

Expedited review protocols are subject to continuing review by the IRB on an annual basis.

C.
Exempt Review


Exempt protocols present no more than minimal risk to subjects. The word "exemption” may be misleading; it is not meant to imply that the activity is un-reviewed, only that the activity is not subject to continuing IRB review if granted exemption. 

Most institutions, including GSU, require an IRB review to determine whether:

· the claim for exemption is appropriate (see Exempt Categories in Chapter 6.6), and 

· the exemption will be approved. 

D.
Emergency Review


Emergency review occurs after an incidence of emergency use. 

Emergency use means the use of an investigational product on a patient in a life-threatening situation (see Emergency Use Criteria in 21 CFR 50.23). After such an occurrence, an Emergency Use protocol must be submitted to the IRB within five working days. 

An Emergency Use protocol is a one-time treatment of life-threatening situations. If the University wishes to use the same procedure on additional clients, a regular protocol must be submitted to the IRB through the regular review process. 
6.4
Full Review 
A primary and secondary review system is utilized.  When the application is complete, a primary and secondary reviewer from among the IRB members will be assigned. One reviewer is designated as the primary reviewer who presents the application to the full IRB at a convened meeting.  The secondary reviewer provides additional insights and opinions regarding the application. The reviewers’ and IRB members’ comments or concerns, if any, are compiled by the IRB staff and forwarded to the PI in writing for a response.  If the application is approved, the IRB staff forwards a letter to the Principal Investigator informing her or him of the approval of the IRB application.

At the convened meeting, the application is presented for discussion.  Decisions may be viewed in Chapter 5.4.A

The IRB review includes an assessment of the potential risks to subjects.  At the center of the IRB review and decision-making process are the Belmont principles of autonomy, beneficence and justice. This assessment guides the recommendation of an expiration date. Often, approvals are granted for a period of twelve months.  Those studies that are likely to require review more often than annually include:

· novel procedures 

· gene transfer 

· involvement of substantially vulnerable populations 

· drug trials involving life-threatening side effects 

· drug dose escalation studies 
6.5
Expedited Review 

Research activities that (1) present no more than minimal risk to human subjects, and (2) involve only procedures listed in one or more of the specified categories may be approved for an expedited review.

When the application is complete, it is reviewed by the Chair or a designated reviewer. The reviewer's comments or questions, if any, are compiled by the IRB staff and forwarded to the PI. Upon a satisfactory response, the submission is sent to the chair for review.  The protocol is also entered on a list that is circulated to all IRB members at the convened meeting. Protocols are approved for a period no greater than twelve months.

1.
Expedited Review Categories  
Research in the following categories, if it presents no more than minimal risk to human subjects, may be reviewed using an expedited procedure. The categories apply to both children and adults. 

Note: The descriptions below are abbreviated from the original. The IRB will be guided by the official wording as printed in the Federal Register (63 FR 60364), available from the Research Office, the IRB web site (www.gsu.edu/irb), or the NIH web site: (www.nih.gov/grants/oprr/library_human.htm).

a)
Clinical studies of approved drugs and medical devices used in accordance with standard approved medical practice. 

b)
Collection of blood by finger stick, heel stick, ear stick, or venipuncture, in amounts and under schedules specified by federal regulation 63 FR60364-60367. Note: The regulation places differing restrictions on studies of adults and children. 

c)
Collection of biological specimens by noninvasive means. Examples are:

(1) hair and nail clippings, (2) teeth routinely shed or extracted, (3) excreta and external secretions, (4) un-cannulated saliva, (5) placenta re-moved at delivery, (6) amniotic fluid collected at the time of rupture of the membrane, (7) dental plaque and calculus collected in accordance with accepted prophylactic techniques, (8) mucosal or skin cells collected by scraping, skin swab, or mouth washing, and (9) sputum collected after saline mist nebulization. 

d)
Collection of data through noninvasive procedures routinely used in clinical practice, excluding x rays and microwaves. Examples are (1) physical sensors that involve no significant input of energy into the subject or invasion of the subject’s privacy; (2) weighing or testing sensual acuity; (3) magnetic resonance imaging; (4) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; (5) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the subject’s age, weight, and health. 

e)
Research involving existing data, documents, records, or specimens collected solely for non-research purposes. Note: some research of this kind may fall into one of the exempt categories. 

f)
Voice, video, digital, or image recordings made for research purposes. 

g)
Research on individual or group characteristics or behavior (including but not limited to perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.

Note: Some research of this kind may fall into one of the exempt categories. 

h)
Continuing review of research previously approved at an IRB meeting, where no new human subjects have been enrolled, data collection is relatively inactive, and no new risks have been identified. 

i)
Continuing review of research previously determined at an IRB meeting to involve only minimal risk, where no new risks have been identified.

6.6
Exempt Review

Exempt Review is available only for minimal risk studies which fit one or more of the specified categories.

A request to have an activity considered exempt must be submitted to the IRB. The IRB, not the PI, decides if a protocol qualifies as exempt. If a project is approved as exempt, no further review is required unless changes are made to the procedures.

1.
Exempt Categories:

Research activities, in which the only involvement of human subjects is in one or more of the following categories are, exempt from regulations requiring review. The exempt categories apply to both children and adults, except as noted under paragraph (b) below.

a)
Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as: 


1) 
research on regular and special education 
instructional strategies; or

2)
research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 

b)
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:

1)
information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and

2)
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.

Note: For children, educational tests can be reviewed in the exempt category.  Observation of public behavior falls in the exempt category if the investigator does not materially participate in the activity being observed. Surveys and interviews of children cannot be reviewed in the exempt category. 
c)
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:


1)  
the subjects are elected or appointed  public 
officials or candidates for public office; or

2) 
federal statues require without exception that the confidentiality of the personally identifiable information will be maintained through-out the research and thereafter. 

d)
Research involving the collection or study of existing data, documents, records, pathological specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects can not be identified, directly or through identifiers linked to the subjects. 

e)
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:

1)
public benefit or service programs;

2) 
procedures for obtaining benefits or services under those programs;

3)
possible changes in or alternatives to those program or procedures; or

4.)
possible changes in methods or levels of payments for benefits or services under those programs. 

f)
Taste and food quality evaluation and consumer acceptance studies, if:

1)
wholesome foods without additives are consumed; or

2)
A food is consumed that contains a food ingredient or agricultural chemical or environmental contaminant at or below the level and for a use found to be safe by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Service and Inspection Service of the United States Department of Agriculture.

6.7
Emergency Review

Emergency Review is available only for life-threatening situations that involve the use of an investigational drug or device.

An Emergency Use protocol is reviewed by one MD on the IRB. An instance of emergency use must have all of the following criteria: (1) life-threatening condition; (2) no available protocol; (3) an investigational agent or device that might be beneficial, in the physician's opinion; (4) availability of agent or device from the sponsor or elsewhere; and (5) an emergency situation in which there is not enough time to obtain approval from the IRB.

Within five working days of occurrence, an Emergency Use protocol, along with a new application form cover page, the consent form, information about the patient, and an explanation about why this drug or treatment was necessary, should be submitted to the IRB. 

Upon receipt in the office, a preliminary review will be performed by the IRB staff. If the application is found to be incomplete, the applicant will be notified of missing or additional materials that are required. 

When the application is complete, it is reviewed by an MD on the IRB, and the submission is entered on a list that is circulated to all IRB members before the meeting and again at the convened meeting for IRB review certification. Review certification can be granted only for the one-time emergency use. All future use must be under a regularly-approved protocol.

6.8
Appealing the Decision of the Board

An investigator may appeal the final decision of the IRB to the President of Georgia StateU (NOTE: This authority may be entrusted to the President’s designeeKH). Grounds for an appeal shall be that the IRB failed to follow its published procedures in reviewing the study, or that the IRB's decision was arbitrary and capricious.  Mere disagreement with the IRB’s decision shall not constitute valid grounds for appeal. All appeals must be made in writing to the President within five working days of the investigator's receipt of the IRB’s decision.  However, it must be noted that the President, or his designee, may not approve a study if it has not been approved by the IRB.  overturn the IRB’s decision as per See 21CFR 56.112 and 45 CFR 46.112.

6.9
Additional Considerations

A.
Language

The protocol should be written in language understandable to board members from all disciplines. 

B.
Grant Applications

If a research protocol is required for a specific grant or contract application, the grant or contract application must accompany the protocol application when submitted to the IRB Office.


6.10
Amendment/Modification

When the IRB approves an activity, it is with the expectation that the activity will be carried out exactly as it was approved. With the advent of new information or hindsight, it may be necessary to modify the protocol for all remaining work.  This must be submitted in the form of an amendment. 
6.11
Adverse Events


Federal Regulations [45CFR46.103 and 21CFR56.108R] require prompt reporting to the IRB of unanticipated problems involving risks to subjects participating in research studies, including any adverse events.  Adverse events include any harm or injury (physical, psychological, social or economic) or other unexpected events occurring during the course of participation in a research study. 
Adverse events must be reported and submitted for IRB review. All adverse events, deemed non-serious, must be submitted to the IRB for review IRB within 15 days.

Serious adverse events, related or unrelated to the study treatment, occurring at Georgia State University or elsewhere, and unanticipated problems must be reported to the IRB within seven days.   

In many situations, an adverse event will prompt a change in the consent form (e.g., listing an additional side-effect). In such cases, a revised consent form must be included in the report.

	21 CFR 312 – Drugs
	21 CFR 812 – Devices

	Serious adverse drug experience is any adverse drug experience occurring at any dose that results in any of the following outcomes: 

· Death 

· A life-threatening adverse drug experience 

· Prolongation of existing hospitalization 

· A persistent or significant disability/ incapacity

· A congenital anomaly/birth defect 


	Unanticipated adverse device effect means any serious adverse effect on health or safety or any life-threatening problem or death caused by or associated with a device, if that effect, problem, or death was not previously identified in nature, severity, or degree of incidence in the investigational plan or application (including a supplementary plan or application) or any other unanticipated serious problem associated with a device that relates to the rights, safety, or welfare of subjects. 


A.
Reports


If the study is externally funded (has a sponsor), the FDA and OHRP require PIs to submit serious adverse event reports to the sponsor. The sponsor must record it and send a summary report to all other PIs studying that drug. The PI must forward the report to the IRB, and the IRB may also be required to submit a report to OHRP or the FDA. 

6.12
Renewal Review

Forty-five to thirty days before the expiration of the study, a renewal application must be submitted for IRB review and approval.  The IRB must review all research studies involving human subjects at least annually to comply with federal regulations (45 CFR 46.109e and 21 CFR 56.109f).  These regulations do not allow approval for periods of more than one year.  Studies that are approved as “Exempt” have an indefinite end date; however, once the study is complete, a Study Closure Form must be submitted to the IRB.

One major question posed to the reviewers is whether the study remains ethical in light of changes that have occurred since the last review, such as the emergence of new information about the risks, a change in the anticipated benefits, or a shift in the alternatives to participation.  The entire study is considered at renewal application review and revisions may be required.

For full board studies that have been granted one year approval, the expiration date will be one year from the IRB meeting date.  As a courtesy, a reminder renewal email notice will be sent to the investigator with a deadline for submission.

A.
Protocol Expiration

If the expiration date passes, all study activity must cease. There may be no further enrollment, interviews, surveys, data analysis, etc.  If Principal Investigator wishes to continue the research, a new application must be submitted for IRB review and approval.  

The PI must ensure that the sponsor is notified of the lapse in IRB approval, and funding for the project would subsequently be withheld.

B.
Responsibility to Renew In Time


The IRB will send the PI a reminder renewal notice. However, it is the responsibility of the Principal Investigator to submit a renewal application in sufficient time to allow for review and approval.
C.
IRB Review
The IRB should take into consideration the following information when conducting the review:

· The number of subjects accrued; 

· A summary of adverse events and any unanticipated problems involving risks to subjects or others and any withdrawal of subjects from the research or complaints about the research since the last IRB review; 

· A summary of any relevant recent literature, interim findings, and amendments or modifications to the research since the last review; 

· Any relevant multi-center trial reports; 

· Any other relevant information, especially information about risks associated with the research; and 

· A copy of the current informed consent document and any newly proposed consent document. 

When reviewing the current informed consent document(s), the IRB should ensure the following:

· The currently approved or proposed consent document is still accurate and complete; 

· Any significant new findings that may relate to the subject's willingness to continue participation are provided to the subject in accordance with HHS regulations at 45 CFR 46.116(b) (5). 

Review of currently approved or newly proposed consent documents must occur during the scheduled continuing review of research by the IRB, but informed consent documents should be reviewed whenever new information becomes available that would require modification of information in the informed consent document.

Furthermore, the minutes of IRB meetings should document separate deliberations, actions, and votes for each protocol undergoing continuing review by the convened IRB.

Chapter Seven

REVIEW CRITERIA

Purpose:
The IRB is required to apply some basic criteria to each and every review. The core criteria are found in the Common Rule. This chapter presents these review criteria and expands upon them in terms of their application at Georgia State University
Sections:
7.1
Harm and Risk



7.2
Basic Criteria



7.3
Additional Criteria



7.4 
Vulnerable Populations and Special Protections



7.5
Research Conducted Off site



7.6
Recruitment of Participants

7.7
International Research



7.8
Student Projects



7.9
Pilot Studies



7.10
Protection of Data

7.11
Administrative Study Withdrawals

7.1
Harm and Risk

A.
What is Harm?

A harm is an injury to the safety, rights, or welfare of a research subject.

As a result of a study action, there could be harm to a subject, the researcher, the institution, community, or the research industry.  The primary role of the IRB, when applying these review criteria, is to consider the possible harm or perceived harm to the subject.  Harm to all possible entities should be considered when developing the research study.



1.
Physical Harms

Certain actions and situations could result in bodily harms.  Subjects could experience injury or death.

2.
Economic or Financial Harms 

Loss of privacy could lead to loss of benefits, insurance, or employment.  Inappropriate disclosure of information on a subject to a company or individual could lead to inappropriate or burdensome financial consequences to the subject.

3.
Social Harms

Specific uses of information could hurt individuals’ social positions or could be harmful to groups of people in the subject’s community.

4
Psychological Harms 

Deception or mishandling of information could cause mental or emotional distress.  Certain procedures could be upsetting to the subject resulting in psychological trauma. 

5. 
Harms to Subjects’ Rights
 Failure to inform or to respect subjects’ autonomy could violate the subjects’ rights.

B. 
What is a Risk?

A statement of risk should include the possibility of harm.  It is expressed in terms of probability, magnitude, and permanency.

The term “risk” is used in many contexts in the review of research involving human subjects.

· In all cases, risk needs to be minimized. 

· Risk must be reasonable in relation to anticipated benefits. 

· The consent form and process should explain all reasonably foreseeable risks. 

· In reviewing studies involving special subject populations, one criterion is whether there is “less than minimal risk.” According to the definition, minimal risk means “the risk of harm anticipated is not greater, considering probability and magnitude, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.” 

· The FDA classifies investigational devices as being of significant or non-significant risk, which they define in terms of whether the device presents “a potential for a serious risk of harm to the health, safety, or welfare of the subject.”

7.2
Basic Criteria

A.
Risks to subjects are minimized.

B. 
Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may be expected to result.

In evaluating risks and benefits, the IRB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies that subjects would receive if not participating in the research).
C.
Selection of subjects is equitable.  

In making this assessment, the IRB should take into account the purposes of the research and the setting in which the research will be conducted and should be particularly cognizant of the special problems of research involving vulnerable populations.

D. 
Informed consent will be sought from each prospective subject or the subject's legally authorized representative in accordance with and to the extent required by 45 CFR 46.116. 

E. 
Informed consent will be appropriately documented in accordance with and to the extent required by 45 CFR 46.117. 

F. 
When appropriate, the research plan makes adequate provisions for monitoring the data collected to ensure the safety of subjects. 

G. 
When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
7.3
Additional Requirements

Institutional Review Boards were originally conceived of as local. The membership requirement is that the members should be able "to consider local conditions" and "commitments of the institution." Although added elements are not commonly enunciated, there are some that commonly arise. 

A.
Qualifications of the Investigator


The Principal Investigator (PI) and all other investigators must be qualified to accomplish the research goals, perform the study or treatment procedures, and protect the subjects from harm.

B.
Site Qualification


The location or facility at which research will be conducted must be appropriate for the procedures, and prior to beginning research, the researcher must obtain written documentation of permission from the location or facility owner, if not owned or leased by Georgia State University or a public location.

C.
State Laws


Georgia law requires that each subject participating in a research study be informed of his or her rights and that an individual attest to the fact that informed consent was given in the proper manner. Georgia law requires consent from children ages seven and above for use of an investigational drug. 

D.
Local Laws 


 Researchers are expected to know and abide by any local or municipal laws when conducting research.  Researchers working in jurisdictions off campus are responsible for obtaining this information. This is also true for research conducted in other countries. 

It is the PI’s responsibility to provide the IRB with information about local regulations. 
7.4
Vulnerable Populations and Additional Protections

A.
Research with Prisoner as Subjects
The special vulnerability of prisoners makes consideration of involving them as research subjects particularly important.  Prisoners may be under constraints because of their incarceration, which could affect their ability to make a truly voluntary and un-coerced decision whether or not to participate as subjects in research.  To safeguard their interests and to protect them from harm, special ethical and regulatory considerations apply for reviewing research involving prisoners.  Therefore, if a protocol involves the use of prisoners as subjects, both the general IRB policies and procedures apply and the additional ones outlined in this policy.  The IRB may approve research involving prisoners only if these special provisions are met.


1.
A study of the possible causes, effects, and processes of incarceration, and of criminal behavior, provided that the study presents no more than minimal risk and no more than inconvenience to the participants; 

2.
A study of prisons as institutional structures or of prisoners as incarcerated persons, provided that the study presents no more than minimal risk and no more than inconvenience to the participants;

3.
Research on conditions particularly affecting prisoners as a class (e.g., vaccine trials and other research on hepatitis which is much more prevalent in prisons than elsewhere; and research on social and psychological problems such as alcoholism, drug addiction, and sexual assaults) provided that the study may proceed only after the Secretary (through OHRP) has consulted with appropriate experts including experts in penology, medicine, and ethics and published notice, in the Federal Register, of his intent to approve such research; or 

4.
Research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the participant.  In cases in which those studies require the assignment of prisoners in a manner consistent with protocols approved by the IRB to control groups which may not benefit from the research, the study may proceed only after the Secretary (through OHRP) has consulted with appropriate experts including experts in penology, medicine, and ethics and published notice, in the Federal Register, of his intent to approve such research.

For research involving prisoners, the definition of minimal risk differs from the definition of minimal risk in the Common Rule (45 CFR 46).  The definition for prisoners requires reference to physical or psychological harm, as opposed to harm or discomfort, to risks normally encountered in the daily lives, or routine medical, dental or psychological examination of healthy persons. 

Measures to be Taken When a Current Research Participant Becomes a Prisoner.  

If a participant becomes incarcerated after enrolling in a research study, the Investigator must report this event immediately to the IRB in writing.  This is not required if the study was previously approved by the IRB for prisoner participation.
The full, convened IRB will review the current research protocol in which the participant is enrolled, taking into special consideration the additional ethical and regulatory concerns for a prisoner involved in research. 

B.
Research Involving Pregnant Women, Human Fetuses, Neonates
Research involving women who are or may become pregnant should receive special attention from the IRB because of women's additional health concerns during pregnancy and because of the need to avoid unnecessary risk to the fetus.  Further, in the case of a pregnant woman, the IRB must determine when informed consent of the father is required for research.  Special attention is justified because of the involvement of a third party (the fetus) who may be affected but cannot give consent and because of the need to prevent harm or injury to future members of society. 

Activities typically approved in most social and behavioral research do not include interventions or procedures which have the potential to impact the fetus.  When such a potential does exists, the IRB will ensure special precautions are in place.

Pregnant women or fetuses may be involved in research if all of the following conditions outlined in 45 CFR 46.204 are met.

For details on research involving neonates, please refer to 45 CFR 46.205.

C.
Research Involving Children

 The special vulnerability of children makes consideration of involving them as research participants particularly important.  To safeguard their interests and to protect them from harm, special ethical and regulatory considerations apply for reviewing research involving children.  The IRB may approve research involving children only if special provisions are met.  The IRB must classify research involving children into one of four categories and document their discussions of the risks and benefits of the research study.  The four categories of research involving children that may be approved by the IRB Committee are based on degree of risk and benefit to individual subjects.

Categories of Research Involving Children include the following:

1.
Research Not Involving Greater than Minimal Risk to Children (45 CFR 46.404).  
When the IRB finds that no greater than minimal risk to children is presented, the IRB may approve the research only if the IRB finds that adequate provisions are made for soliciting the assent of the children and permission of their parents or legal guardians.

2.
Research Involving Greater than Minimal Risk but Presenting the Prospect of Direct Benefit to the Individual Child (45 CFR 46.405). 

If the IRB finds that more than minimal risk to children is presented by an intervention or procedure that holds out the prospect of direct benefit for the individual child, or by a monitoring procedure that is likely to contribute to the child’s well-being, the IRB may approve the research only if the IRB finds that:

a.
The risk is justified by the anticipated benefit to the children; 

b.
The relation of the anticipated benefit to the risk is at least as favorable to the children as that presented by available alternative approaches; and

c.
Adequate provisions are made for soliciting the assent of the children and permission of their parents or legal guardians, as set forth below in Section III. 

3.
Research Involving Greater than Minimal Risk and No Prospect of Direct Benefit to the Individual Child, but Likely to Yield Generalizable Knowledge about the Child’s Disorder or Condition. (45 CFR 46.406).

If the IRB finds that more than minimal risk to children is presented by an intervention or procedure that does not hold out the prospect of direct benefit for the individual child, by a monitoring procedure which is not likely to contribute to the well-being of the child, the IRB may approve the research only if the IRB finds that:

a.
The risk represents a minor increase over minimal risk; 

b.
The intervention or procedure presents experiences to participants that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations; 

c.
The intervention or procedure is likely to yield generalizable knowledge about the participants’ disorder or condition which is of vital importance for the understanding or amelioration of the participants’ disorder or condition; and

d.
Adequate provisions are made for soliciting assent of the children and permission of their parents or legal guardians, as set forth below in Section III. 

4.
Research Not Otherwise Approvable, which Presents an Opportunity to Understand, Prevent, or Alleviate a Serious Problem Affecting the Health or Welfare of Children (45 CFR 46.407).  

Provisions for the Child’s Assent 


Adequate provisions must be made for requesting the assent of child participants when the children are capable of providing assent.


In determining whether children are capable of assenting, the ages, maturity, and psychological state of the children involved must be considered. This judgment may be made for all children to be involved in research under a particular protocol, or for each child, as deemed appropriate.  The child should be given an explanation of the proposed research procedures in a language that is appropriate to the child's age, experience, maturity, and condition.

Provisions for Parents’ or Legal Guardians’ Permission

Adequate provisions must also be are made for requesting the permission of each child's parents or legally authorized representative.


In those instances where children are considered wards of the state or other agencies, the appointment of an advocate for each child who is a ward, in addition to any other individual acting on behalf of the child as guardian or in loco parentis is required. One individual may serve as advocate for more than one child. The advocate shall be an individual who has the background and experience to act in, and agrees to act in, the best interests of the child for the duration of the child's participation in the research and who is not associated in any way (except in the role as advocate or member of the IRB) with the research, the Investigators, or the guardian organization.


Permission by parents or legal guardians shall be documented in the same manner as required for participants.  When the assent of a child is required, it shall also be documented.

D.
Special Categories of Research: Cognitively Impaired
Cognitively impaired individuals may have diminished autonomy that may limit their capacity to provide consent or their ability to withdraw from a study.  Therefore, research involving cognitively impaired participants must be reviewed and approved through consideration of the GSU IRB policies and the special considerations as determined by the Belmont Report, Federal and State regulations, and guidance documents. 

In all research wherein cognitively impaired individuals will be considered as participants, the Investigator must ensure that additional safeguards are provided to protect the rights and welfare of this vulnerable population.

The degree of cognitive impairment of the participant, the level of risk, and the prospect of benefit to the individual participant must all be considered. 

The determination of capacity to consent or ability to withdraw should be made through a standardized measure or consultation with another qualified professional. The IRB must approve the process for making such a determination.

7.5
Research Conducted Off-Site

If research is conducted off the Georgia State Campus and not in a public place, certain measures must be taken.

· A letter of permission from the appropriate person at the research site must be provided.

· Any risks that may be particular to that site must be addressed (for example, confidentiality).

· If the site is affiliated with another institution that has an IRB, the approval letter from that IRB must be provided.

7.6 Recruitment

· If recruitment of participants is conducted off Georgia State University’s campus, additional permission is required.  

· A written letter of permission from a person in authority at the site must be provided if researchers plan to recruit by direct contact with potential participants.

· If flyers or materials are to be posted or provided at a non-public site, the nature of the materials and the sites will be taken into consideration by the IRB.  A letter of permission may be necessary.  In some cases, a letter describing the study may be provided by the researcher to the appropriate person at the site, and he or she can then give verbal permission.

· If recruitment is conducted through online posting, such as on a message board or a blog, permission must be granted by the website administrator. Administrator permission may not be required if the researcher can show that posting the materials would be acceptable according to the website’s user agreement policy.  

7.7 
International Research

Wherever research is conducted, it must be conducted in a manner that honors the autonomy and dignity of all persons and embodies the principles of respect for persons, beneficence, and justice.

A.
Requirements


To conduct a study in a foreign jurisdiction the PI must: 

· obtain prior approval for the proposed research from the Georgia State University IRB

· obtain prior approval from an appropriate local or national official

· provide contact person in the country where research will be conducted

· provide agency or institutional affiliation of the contact 

· provide email, telephone, and/or other means to reach the contact person

· demonstrate an awareness of the distinctive qualities of the local area

· assess risks that may arise from the political and social condition of the nation

· Description of how contact will be maintained with the IRB and advisor while abroad

B. Communication and Consent
The process of conveying information about the research activity and obtaining informed consent must be carried out in a manner understandable to subjects, for example, in their primary spoken language.

C.
Literacy

A consent form presumes a capability to read. A study anticipating illiterate subjects can plan alternative methods of presenting information and recording agreement. PIs should include procedures or methods for eliciting information about literacy.
7.8
Student Projects and Research Activities

Student work involving human subjects at GSU generally falls into one of two categories:

1.
Research practica - research activities, such as class projects, with the goal of providing research experience to the students; by definition, research practica are not intended to add to generalizable knowledge and thus do not meet the federal regulatory definition of research.  That is, the product from the practicum will not be submitted for presentation or publication at the time of the activity or in the future.


Since they do not contribute to generalizable knowledge, research practica do not usually require IRB submission.  However, the faculty of record bears the responsibility to ensure that students engaged in these practica behave according to the highest standards of professional ethics and in accordance with the policies and procedures of the setting in which the activity takes place.  These procedures may include, but are not limited to, the use of information letters, consents, assents, and releases.


Faculty of record for class projects must be especially cognizant of their responsibility and potential liability when these student projects place subjects at greater than minimal risk.  Such projects may include the following: 

a. studies asking about illegal activities

b. studies in which a breach of confidentiality would place the subject at risk

c. studies that address emotionally charged subject matter.

d. studies that involve any aspect of deception

e. studies involving vulnerable subjects

Faculty of record may consult with the IRB for information and guidance when evaluating risks.  Faculty and students involved in these activities are encouraged to complete CITI training.

2. Research projects - faculty-directed or independent research activities (for example, honors or graduate theses) with the goal of adding to generalizable knowledge.  These projects must be submitted to the IRB for review and subsequent approval.
7.9
Pilot Studies


A.
Definition


A pilot study is a preliminary investigation of the feasibility of a study, usually done on a small scale (usually fewer than 10 subjects) and exploratory in nature. Pilot studies are designed to help the researcher refine data collection procedures and instruments or prepare a better, more precise research design, but are part of a research process that contributes to generalizable knowledge.  All pilot studies must be reviewed and approved by the IRB. 

B.
Review Criteria

Pilot studies and feasibility studies, including those involving only one human subject, require the same scrutiny as full-scale research projects.  Pilot studies should be identified as such in applications to the IRB.  Ordinarily, the data collected from subjects in a pilot/feasibility study are used to help refine data collection procedures and instruments or to prepare a more refined research design.


It must be explained to subjects during the consent process that the 
research is a pilot study.


The IRB has encountered cases in which information derived from pilot studies has been considered or used for research purposes. The IRB urges Principal Investigators preparing pilot studies to weigh the likelihood that the pilot data will actually be used for research purposes. IRB review and approval is required before any research or recruitment begins.

7.10
Protection of Data
Data used in research projects must be adequately protected.  

· If the data is housed on a computer, that computer must be password protected and firewall protected.  

· If paper copies of data are kept, they must be secured properly, for example in a locked office or cabinet.  

· If video tapes or audio tapes are used in the research, the researcher must keep the identity of the participant safe and notify the IRB how the tapes will be stored and disposed of after the study.  

· If signed consent forms and code sheets of keys identifying subjects are used, they must be kept separately from the data.

These are some examples of the steps that are necessary to protect data in research studies.  

For the protection of participants in research, social security numbers, or any part of the social security number, may not be used as an identifier for subjects.  This is to further protect the subjects from a breech of confidentiality.  

7.11
Administrative Study Withdrawals

The IRB often requires modifications to a study protocol before final approval may be granted.  Investigators are allowed 90 days to respond to required modifications.  If an investigator does not respond to required modifications within 90 days, the study protocol may be administratively withdrawn by the IRB compliance staff.  Investigators are notified approximately seven (7) days prior to administrative withdrawal of any study protocol.

Chapter 8
INFORMED CONSENT

Purpose:
At the heart of the ethical mandate of respect for human subjects is the informed consent process. This chapter lists the various considerations and elements involved in obtaining informed consent.
Sections:
8.1
Introduction



8.2
Respect for Persons



8.3
Special Protections

8.4
Waiving the Requirement for Documented or Signed Consent



8.5
Special Considerations



8.6
Required Elements



8.7
Additional Elements



8.8
Consent Process



8.9 
Consent Procedures Involving Minors



8.10 
Documentation

8.1
Introduction

The voluntary consent of the human subject is absolutely essential. 
This means that the person involved should: 

· have legal capacity to consent; 

· be so situated as to be able to exercise free power of choice, without the intervention of any element of force, fraud, deceit, duress, over-reaching, or other form of constraint or coercion; and 

· have sufficient knowledge and comprehension of the subject matter and the elements involved as to enable him or her to make an informed and enlightened decision. 

This latter element requires that all of the following be made known to the subject: 

i. the nature of the study

ii. the duration of the study

iii. the purpose of the study

iv. the method and means by which the study is to be conducted 

v. all inconveniences and hazards reasonably to be expected 

vi. the effects upon the subject’s health or person which may possibly come from his or her participation in the study

The duty and responsibility for ascertaining the quality of the consent rests upon each individual who initiates, directs, or engages in the study. It is a personal duty and responsibility that may not be delegated to another with impunity.

8.2
Respect for Persons
One of the three principles in the Belmont Report is "respect for persons." This principle states that subjects should be treated as autonomous agents.

A.
Legal Ability
It is generally accepted that persons who have the capacity to agree to a contract or to consent to medical care have the legal ability to consent to be subjects in research. 

B.
Mental Ability

Persons asked for informed consent must have the mental capacity to fully understand the subject matter and the process to which they are consenting. For some, mental ability may never have developed or may have been lost through accident, stroke, or disease. Those who are mentally incompetent should not be included in studies without the consent of a legally authorized representative.

C.
Emotional Ability

Stressful circumstances can affect people’s capacity to make rational decisions. Although it is legal and often necessary to ask for consent in such circumstances, it is important to provide additional support. 

D.
Separation of Roles

Individuals asked to participate in research must also have the ability to separate their role as research subject from other roles that they may have such as a student, employee or patient. Normal, healthy volunteers recruited to be subjects are likely to understand the role of a subject: as a participant in a study designed to gain generalizable knowledge. Patients, on the other hand, often perceive – rightly or wrongly – that research participation is a form of therapy. It is crucial for every participant to understand his or her role. 

8.3
Special Protections

“Respect for persons” also states that those with less autonomy should be given greater support. 

Some of the elements to consider in determining whether a subject should be recruited or whether support mechanisms are appropriate include:

· Can the person understand the information? 

· Can the person retain enough of the information to think the question through? 

· Is the person legally able to give consent? 

· If not, should the person be involved in the discussion anyway? 

· What are the alternatives to participation for the person? Does the person believe that those alternatives are real? 

· What are the pressures on the subject to consent or refuse? 

Federal regulations require that special protections be in place for vulnerable population groups.   For more information on this topic, please see Chapter 7.4

Using the principle of respect, it is possible to think of the relationship between capacity and support mechanisms as a continuous relationship. As capacity diminishes, support increases. Examples are provided below:

	Capacity to Exert Autonomy
	Possible Support Mechanisms

	Full: Anonymous specimen donor
	Minimal: Information sheet

	Slightly Limited: Patient with recent terminal diagnosis
	Slightly More: Additional visual information, social worker

	Severely Limited: Patient with advanced Alzheimer’s: 
	Significantly More: Legally authorized representative, need for a witness, very strict eligibility criteria, must have clear benefit to subject

	None: Patient brought to the emergency room unconscious
	Multiple: Limited alternatives, community input and discussion, second opinions, concurrent search for representative, special IRB requirements


8.4
Waiving the Requirement for Documented or Signed Consent

The regulations are written with enough flexibility to allow divergence from a paper/legal based document when the research is minimal risk or the consent document may place the subjects at risk. A common myth is that all research requires an investigator to obtain signed informed consent from the subject. Not all research requires a formal signed informed consent document.

The waiver of the requirement for a signed document, however, does not mean that the IRB waives the requirement for an informed consent process.

The IRB may waive the requirement for documented or signed consent or even a written consent document when:

The research is minimal risk and involves no procedures for which written consent is normally required outside of the research context. [45 CFR 46.117 (c)(2)] 

A.
With minimal risk telephone, in-person, or Internet surveys, and interviews, informed consent may be acknowledged by the subject’s willingness to complete the interaction.  

B.
For interviews, surveys, including mail, in-person, internet, and other interactions where a signed consent document is not required, investigators provide subjects with a document containing all of the required elements of consent. 

C.
Where it is impracticable to provide subjects with an informed consent document, such as a telephone survey, investigators submit and use IRB approved consent scripts that include the required elements of informed consent.

The IRB may also waive documentation or signed informed consent when:

The investigator will not record any identifying information about the subjects.  The only record linking the subject to the research would be the consent document and the principle risk would be potential harm resulting from a breach of confidentiality. Each subject should be asked whether s/he wants documentation linking the subject with the research, and the subject’s wishes will govern [45 CFR 46.117(c) (1)].

When a consent form or information sheet may place the subjects at risk, the IRB may require a consent script that includes the required elements of informed consent.

8.5
D.
Special Considerations
1. Studies that plan to recruit non-English speaking subjects must provide in their IRB applications full translations of all approach, recruitment, and consent materials (both written forms and oral scripts in the language provided and English translations). 

2. Anthropological research, and all research performed at non-U.S. sites, may need cultural consultation to assess possible cultural differences regarding: 

a)
definitions of private vs. public information; 

b)
appropriate lines of communication and influence for recruiting, gathering data, etc.; 

c)
concept of research/researcher as distinct from normal community interactions/leadership; 

d)
consent, including who has right to consent for others. 

It is important to follow local custom and attain local approval. Where there is no local IRB or other research review process, judgment is needed to find balance between IRB requirements and local standards. 

3. Research undertaken on Native American reservations involves a sovereign nation. In most circumstances, it is necessary to seek and document tribal approval. 

8.6
Required Elements

The Common Rule has established the following required information that must be conveyed, usually through the means of a written informed consent document:

A.
A statement that the study involves research 
Words such as "research, "clinical trial," "investigation," or "experiment" should be clear and easily located. 

1)
An explanation of the purpose of the research

The purpose of a study is usually to find an answer to a research question; it is not primarily to "treat" an individual.

2)
The expected duration of the subject's participation
How long the relationship will continue is important for many people. This includes all follow-up time.  The length of any research session as well as the total time required for participation should be included.

3)
A description of the procedures to be followed

Subjects should be told what to expect. A person who is confused is less likely to understand and follow directions. The procedures should also describe any compensation that will be given to subjects.  

B. 
A description of any reasonably foreseeable risks or discomforts to the subject
Risks should be mentioned according to their severity and/or probability:

· a rare risk of death should be mentioned 

· a frequent risk of headache should be mentioned. 

In the social sciences, risk to the community may be a most important factor. The person being questioned may be seen as representative of the opinions of many others who will be affected by the outcome.

C. 
A description of any benefits to the subject or to others which may reasonably be expected from the research
Researchers should present a realistic evaluation of the benefits. The presentation should be biased, if anything, against possible benefits.  Compensation is not a benefit.  

The outcome of the trial must not be presumed. Patients often misinterpret "new" or "experimental" as "better" treatment. 

D. 
A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subjects
A decision made without options is no decision. Subjects should be told of alternatives, e.g., joining a different therapy group, learning to quit smoking another way, or simply going without treatment. 

E. 
A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained
Those conducting research with human subjects are obligated to protect the privacy of study participants. All reasonable measures must be taken for maintaining the confidentiality of subjects’ records.

However, absolute confidentiality cannot be promised. With a small subject pool, individual participants may be recognizable. Furthermore, some research data must be made available to federal and regulatory agencies. In rare circumstances, research records could be subpoenaed and, without a Certificate of Confidentiality, would have to be provided to the appropriate authorities.  A detailed description of the Certificate of Confidentiality can be found in Chapter 10.4A3.

Regarding health information, HIPAA regulations must be met.  A detailed description of these requirements can be found under Chapter 11.

F.
An explanation will be provided as to whether any medical treatments are available if injury occurs and, if so, what they consist of or where further information may be obtained. An explanation will be provided as to whether any compensation will be made for those treatments. 
What if something were to go wrong? What kind of treatment would be made available? What procedure should be followed to obtain treatment? Subjects need to know whether the research study will cover the costs of treating complications arising from their participation in the study or they would be left on their own to manage the costs.

G.
An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights and whom to contact in the event of a research-related injury to the subject.
Subjects need a clear statement about whom to call for a number of needs.  If this is research conducted by a student, the faculty advisors contact information must be included.  The contact information must be provided for the following reasons:

· to answer specific questions related to participation

· to respond to reports of research-related injuries

· to field questions about the experimental drug or device several years later

· to register complaints

A second contact must be provided for contacting the Compliance Staff with questions or concerns about the research and their rights as a research subject.  In most cases, the appropriate contact name and phone number for the IRB are included.

H.
A statement that participation is voluntary, that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

The model consent form on the IRB website (www.gsu.edu/irb) provides the format and information that is required. 

8.7
Additional Elements

When appropriate, one or more of the following elements of information must also be provided to each subject:

A. A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable.

B.
Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent.

A researcher has the ability to refuse enrollment or terminate participation of an individual.  Common reasons include consideration of the subject’s best interest, failure to follow required procedures, FDA action to halt a study, or non-approval of an investigational agent.

C.
Any additional costs to the subject that may result from participation in the study.

Time off from work and extra minutes in the operating room are some possible additional costs. As a general rule, subjects should not have to pay for their research participation.

D.
The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject.

Despite the absolute right to withdraw, doing so may be difficult or dangerous. It may be necessary to taper a drug dosage, to make arrangements to change drugs, to change counseling groups, or to make sure that the subject has an alternative assignment. Although the right is undisputed, the consequences may be serious and must be clear.

E.
A statement that significant new findings developed during the course of the research which may affect the subjects’ willingness to continue participation will be provided to the subject.

Information that might alter a subject’s willingness to continue is most often the emergence of new risk information.  It might also be discovery of another new and effective treatment or a change of procedures, such as the number of visits or the acceptance of an alternative option.

F.
The appropriate number of subjects involved in the study.
8.8 
The Consent Process

A signature on a form is not consent. It is in the process – the gaining of understanding and agreement – that consent occurs. 

A.
Person Obtaining Consent


The relationship between the person explaining the information in the consent form and the person receiving it can impact perception.  Care should be taken to avoid coercion.  The potential research subject should not feel pressured into participation.

B. 
Timing

People make decisions in various ways and at various speeds; some need to talk with many people, others decide alone. Deciding to be in a study may be a major life decision that, if possible, should not be made under stressful and urgent conditions. 

C. 
Privacy

Although information may be transferred individually or in groups, the decision to participate should be individual and private. However, cultural values may dictate the involvement of others.

D. Questions


Questions often arise after an initial discussion or after a single reading of a consent form. However, additional questions may arise later after contemplating, talking with friends, or further reading. All questions must be honored and handled responsively. 

Subjects should be queried about questions, fears, or concerns.

E.
Responsibility for the Consent Document

The Principal Investigator has the duty and responsibility for ascertaining the quality of the consent. He or she must ensure that the process and content of the written documents being offered to subjects are clear and understandable.

F.
Language and Translation

Regulations require that “the information provided in the informed consent documents be in language understandable to the subject.” 

The consent form should be in lay language and should be understandable to the least educated subject involved in the study.  

G.
Modification of the Informed Consent Document

It is anticipated that consent documents may need to be modified during the study. The researcher should submit the new informed consent document for review and approval as an amendment any time there is a change.

H. 
Record Keeping

The history of every consent form should be traceable; there should be a version number or generation date so that each version is easily distinguished.

I.
Signatures
1)
Subject
The subject is asked to sign one copy of the consent form to document that he or she has received the information and agrees to participate in the research project. A copy of the consent form must also be given to the subject. 

2)
Person Obtaining Consent
The person presenting the information to the potential subject has a responsibility to gain his or her consent: the individual’s informed, voluntary agreement to participate.  At Georgia State University, the person obtaining consent is asked to sign the consent form to document that this process has been followed. 
3) 
VA Subjects
VA subjects are asked to sign at the bottom of every page to document that they have read each page.

8.9
Consent Procedures Involving Minors


A.
Parental Permission
Parent-guardian permission (consent) is required for research with minors unless waived by the IRB.  

The IRB can waive parent-guardian permission when:

a)
the protocol is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects (e.g., neglected or abused children) and, 

b)
an appropriate mechanism for protecting the children-subjects is substituted, and the waiver is not inconsistent with Federal, State, or local law.  [45 CFR 46.40 (c)] 

OR

a)
the research is minimal risk; 

b)
the waiver or parental permission does not negatively impact the rights or welfare of the subjects; 

c)
the research could not practicably be carried out without the waiver or alteration of informed consent; and 

d)
whenever appropriate, the subjects will be provided with additional pertinent information after participation.  Such information may be provided through a debriefing of subjects.  {45 CFR 46.116(d)] 

B.
Assent of Children

The IRB and investigators are required to assess whether the children who are subjects have the developmental, psychological, and intellectual capacity to understand the nature of the research.

If the children who are subjects have such capacity, out of respect for children as persons, they should be asked whether or not they wish to participate in the research, particularly if the research:

a)
does not involve interventions likely to directly benefit them, and 

b)
the children can comprehend and appreciate what it means to be a volunteer for the benefit of others. 

The assent process assures an element of understanding, cooperation, a feeling of inclusion on the part of the child, and an ability to control what happens to them, and also illustrates the investigator’s respect for the dignity of the child in the context of the research.

A minor’s mere refusal to object to participation in research should not be construed as assent.

Simple, written assent is commonly obtained beginning at age seven (7).  Please refer to the GSU policy on child assent below. When appropriate, adolescents (13 -17 years of age) should be provided with complete information about the research and provided with an assent document that mirrors the parental permission or consent form.

	Child Assent Policy – GSU

	For children under the age of 6, no assent is required.

Ages 6-10: verbal assent must be obtained and documented by Principal Investigator.

Ages 11-17: This age group must sign a separate assent document. The document will be no more than one page in length and explain what will happen, and why, risks involved, any benefits, and the option that they could withdraw e.g., "you can refuse to be in this study, and your parent(s)/legal guardian(s) cannot force you." Also, a statement which would in effect say that they can "stop being in the study at any time". Once the study is explained to the child, he or she should be asked to sign the assent, but if this were too intimidating, the consenter could indicate that the assent was obtained verbally. 

Should the assenting child decline participation in a study, the Principal Investigator, the parent(s), or legal guardian(s) cannot force the child to participate.

The Georgia State University IRB may determine that some children age 17 do not need parental consent depending upon the type of research being conducted (i.e., the research study is conducted on a University campus, is a survey or questionnaire, and is determined to be a minimal risk.)


C.
Passive Informed Consent
Informed consent constitutes an affirmative act between the subject and the investigator, for example, signing a consent document or returning a questionnaire.  A non-response to a request to participate in research does not meet the regulatory requirements for informed consent
8.10 Documentation

A.
The full informed consent process should be followed with a consent document for each human subject involved in the proposed research.  Informed consent should be obtained in almost every research project, but some situations allow for the waiver of consent. The range of consent types and a few situational examples are listed below: 

	Consent Type
	Situation

	Full consent process and documentation
	Most studies

	Oral consent only
(Waiver of documentation, 45 CFR 46.117)
	Telephone interviews 

Studies including illiterate subjects

Studies in cultures where there is a risk or stigma associated with signing documents

	Document only (no signatures)  (Waiver of documentation, 45 CFR 46.117)
	Returned questionnaires

Online studies 

	Consent process and documentation with subject's guardian or representative
	Studies involving children 

Studies involving Alzheimer's patients

	No consent process or documentation
(Full waiver, 45 CFR 46.116)
	Life-threatening situations involving the use of investigational products when there is no reasonable possibility of obtaining the subject’s consent or that of the subject’s representative, i.e. emergency use 

Observations of public behavior

Review of records where there is otherwise no direct contact with individual subjects


B.
Emergency Exception

The FDA has additional regulations (21 CFR 50.23 and 21 CFR 50.24) describing certain, specific circumstances under which the entire consent process may be waived.

Chapter 9

POST-APPROVAL REQUIREMENTS

Purpose:
Protocol approval is not the end of the process. After approval, the Principal Investigator is still subject to the various conditions of approval from the IRB, rules of Georgia State University, and the ethics and standards of each profession and the community. This chapter details the post-approval requirements that must be met for continued IRB approval.

Sections:
9.1
Conditions of Approval


9.2
Principal Investigator Responsibilities


9.3
Privacy of Subjects


9.4
Changes and New Information


9.5
Reporting Adverse Events


9.6
Renewal Applications


9.7
Study Closure Reports


9.8
Auditing of Approved Protocols

9.1
Conditions of Approval

The following basic conditions apply to all studies: 

· Any change in the approved protocol must be pre-approved by the IRB if it alters the procedures, the risk assessment, purpose, benefits, or the consent form.

· Any complications (adverse events) in individual subjects or in the anticipated frequency of complications should be reported immediately.

· Any "significant new information" must be reported to the IRB and to the subjects.

· No activity under the study may begin before IRB approval or may continue beyond the expiration date.

9.2
Principal Investigator’s Responsibilities

Principal Investigators (PIs) are responsible for the professional, ethical, and administrative conduct of research.

1.
Professional
PIs must use sound professional judgment to maintain the integrity of the research process and to assure the protection of human subjects. 

Once a study begins, new relationships are created. Patients become subjects, doctors/professors become researchers, and students become respondents. The line between practice and research is often blurred, and confusion often arises on the part of the subject.

It is the responsibility of the PI to understand and maintain the distinction between practice and research and to inform study volunteers of their role as research subject vs. their role as patient or student. PIs must refrain from using privileged positions as the subjects’ physicians, teachers, or social workers to exercise undue influence over the subjects. 

2.
Ethical
PIs are ultimately responsible for the conduct of the research project and of all personnel under their supervision. Research must be conducted in compliance with all relevant federal, state, and local laws and Georgia State University policies. 

3.
Administrative
PIs are also charged with the administration of the study. Duties include fiscal management, training and supervision of personnel, compliance with award terms and conditions, and submission of progress, technical, and fiscal reports to appropriate institutional entities.
9.3
Privacy of Subjects

Those conducting research with human subjects are obligated to protect the privacy of study subjects. This obligation includes withholding the names or other identifying characteristics of participants from all persons not connected with the research. 

Confidentiality is an important value that can be compromised through many unintended breaches. Researchers working with human subjects must be conscious of their communication, both verbally and in writing, in such situations as workplace conversation, insurance billing, lost or misplaced papers, un-secured documents, etc.  Technology should also be considered in the form of firewalls, password protection, stand alone computers (without any connection to the internet) and secure transmissions.

9.4
Protocol Changes and New Information


A.
Format for Transmitting Information

New information about the research project and the method of conveying it must be approved by the IRB before use.

Information should be conveyed in a manner best suited to the circumstances.  If enrollment has not started, the consent form might be modified.  If enrollment is closed, a consent form addendum with only the new information might be more appropriate.  If enrollment is ongoing or incomplete, a revised consent form with the changes highlighted might be helpful to subjects in identifying the new, important information.

Changes in the protocol, whether major or minor, clinical or administrative, must be submitted to the IRB for review and approval. Changes cannot be implemented until approval is received from the IRB. 

For forms and procedure, see the Amendment/Modification section in Chapter 6.10 of this manual.

9.5       Reporting of Adverse Events

All serious adverse events, related or unrelated to the study treatment, occurring at Georgia State University or elsewhere, and unanticipated problems must be reported immediately to the IRB and/or relevant regulatory agencies. Changes to the consent form might be required as a result of the event. 

For more information, see the Adverse Events section in Chapter 6.11 of this manual.

9.6      Renewal Applications

Research protocols are granted approval for a period of no more than twelve months. If the PI wishes to continue the study beyond the initial approval period (twelve months), a renewal application must be submitted and approved by the IRB before the expiration date. 
If the expiration date passes, all study activity must cease. There may be no further enrollment, interviews, surveys, data analysis, etc.   If Principal Investigator wishes to continue the research, a new application must be submitted for IRB review and approval.  

For more information, see the Renewal Review section in Chapter 6.12A of this manual.
9.7      Study Closure Reports

The IRB office must be notified when a study is concluded or cancelled.  This notification should be sent when all participants have completed the required procedures and follow-up phases of the study and analysis are completed to the point that participants' records will no longer be needed.

Projects that involve long-term follow-up of subjects must remain open, even if enrollment of new subjects has ended.  Completed Study Closure Forms should be submitted to the IRB Office within 30 days of closure of the study.

These reports will serve to: 



1.
Advise the IRB of the outcome of the activity

2.
Alert the IRB to potential future problems 


3.
Stop the IRB Office from sending Continuing Review notices 

9.8
Auditing of Approved Protocols

Audits of research studies are conducted to identify possible weaknesses and elicit process improvements in human subjects’ protection.  The GSU Compliance Program will periodically audit a selection of the research programs with currently active and continuing review protocols.  Please see section 12.3.C.3 for more information on audits.  
CHAPTER 10

SOCIAL BEHAVIORAL RESEARCH

Purpose:
Research conducted in the field of human behavior, social sciences, education, anthropology, epidemiology, and other similar areas present unique questions and challenges to researchers. This section explores some of the common research issues faced in behavioral or non-medical research. Some of the following issues, however, may also be important to biomedical research.
Sections:
10.1
Introduction
10.2
Study Design



10.3
Involvement of Human Subjects



10.4
Risks and Benefits



10.5
Deception / Coercion



10.6
Privacy and Confidentiality



10.7
Oral Histories

10.1
Introduction

At Georgia State University the majority of research being conducted falls under the category of social / behavioral research.  

A.
What is Social / Behavioral Research (SBR)?
Social and behavioral research (identified in this section by the acronym "SBR") refers broadly to research that deals with human subjects and data from or about them. The research focus is usually not specifically biomedical, but rather in the areas of attitudes, beliefs, and behavior. 

SBR is often characterized by data collection methods such as questionnaires, interviews, focus groups, direct observation, and non-invasive physical measurements. It is important to note that clinical treatment trials often include SBR elements such as self-reporting of health status or a questionnaire about outcomes. 

Although some SBR evaluates the effects of behavioral treatments or interventions, much SBR offers subjects little or no potential for direct benefit. However, even when there is no benefit to participants, there might be potential benefit to science and thus to society. This is an important point in assessing risks and benefits. 

B.
Examples of Social / Behavioral Research
The SBR examples below vary in degree of intervention. Some researchers just observe, while others create change or measure intrusively. It is important to recognize that the degree of intervention does not exclusively determine the level of risk. For example, observation of street drug use might carry substantial risks to a person's confidentiality and status with law enforcement, even though there is no intervention.  

1. Descriptive or Exploratory Studies involve detailed observation, often in the field, and often of a culture, family, or group (but sometimes of an individual). Records-based research without directly contacting subjects can be included in this category. These are sometimes pilot studies to develop concepts or theories, refine research questions, or develop measurement instruments for further studies. "Grounded theory" and "thick description” are but two of commonly used descriptive methodologies.  Examples of descriptive or exploratory studies include: 

· description of AIDS-related social services in post-Socialist Russia

· classification (from videotaping of family interactions) of parenting techniques used with autistic children

· epidemiology of farm accidents from state worker's compensation records 

2. Evaluation of Existing Programs of Care, Service and Education. 

Distinguishing between program evaluation and research can be difficult. If an evaluation systematically gathers data and contributes to generalizable knowledge, or if the results are going to be published, the activity is typically classified as research. If the results stay entirely in-house and are used for administrative purposes only, many institutions do not consider it research. Whether or not considered research, evaluations are still obliged to inform people about their involvement and the potential risks. Informed consent is not necessary purely for participation in the program under evaluation. However, it IS necessary for research use of evaluation data. Examples of this type of data collection: 

· examination of the impact of a summer computer enrichment program for 8th graders 

· evaluation of on-call nursing services for the elderly living at home 

· assessment of the effectiveness of a manufacturer's marketing strategies 

3. Comparison of Competing Types or Programs of information, education or treatment. 

These projects usually randomize participants between experimental and standard approaches, sometimes with a third, control group. A critical IRB question is whether all participants have equivalent opportunity for benefit.  Examples of this type of research: 

· open vs. traditional classroom for kindergarten instruction

· diet vs. diet plus coached exercise for control of diabetes

· a new medication vs. a standard and widely used medication vs. talk therapy for treatment of depression 

4. Experimental manipulations of belief, attitude, emotion, or behavior, that affects subjects in ways that would not occur in their normal experience outside the research setting. 

Studies of this type typically come from academic areas such as psychology, communication, speech and hearing, or education, as well as nursing or medicine. If deception is employed, additional special consent issues become important and must be addressed (See Section 10.6).  Examples of these kinds of studies: 

· creating false memories, then measuring how convinced subjects are that the memories are real

· assessing children's reactions to and ability to resolve conflict introduced by a trained confederate in a "play lab" situation 

· evaluating a virtual reality setting as a means for teaching cognitive skills

10.2
Study Design

Study methods include observation, record reviews, historical studies, interviews, surveys, questionnaires, and various other psychological and  

social interventions in the laboratory and field settings.

A.
Research Methods

Definitions of several types of research are provided below: 


1. 
Observational Studies
Observational studies are research that involve observation of people without any intervention and involve no interaction with or manipulation of subjects’ environment to observe their reaction.

2. 
Record Reviews and Historical Studies


Record reviews and historical studies that involve the use of existing public or privately held records or materials. There is no intervention or manipulation involved in these studies.


3. 
Surveys, questionnaires, and interviews
Surveys, questionnaires, and interviews are instruments used to obtain information. 

· Some surveys use interview methods to obtain information directly from individuals. 

· Interviews can be formal or informal. Unlike informal interviews, standardized interviews have the subjects respond to a predetermined set of questions asked by a trained interviewer.

· Questionnaires are systematically developed and may be pre-tested on a small number of people drawn from the subject population, so that any ambiguities or biases in the way the questions are stated can be identified and corrected.

4. 
Epidemiologic Studies

Epidemiologic studies are research where the Principal Investigator attempts to identify risk factors for particular conditions, behaviors, or risks that result from particular causes. These studies usually involve record reviews to identify potential subjects, followed by surveys, interviews, or mailed questionnaires.

5. 
Case-Control Studies


Case-control studies involve comparison of characteristics between persons with a specific condition and persons without the condition.

6. 
Longitudinal Studies
Longitudinal studies are those in which one or more subject cohorts are followed over an extended period of time for observation or identification of conditions, behaviors, or risks are considered longitudinal studies.

B.
Unique Considerations
Each research method presents unique scientific and ethical considerations. Field experimentation, for instance, may have no concerns over privacy and confidentiality, but may have consent and research risk issues. Survey and interview research, on the other hand, may have no concerns regarding consent, but may have privacy and confidentiality issues. Record reviews may raise both consent and privacy and confidentiality issues. Therefore, in designing a study, investigators must consider minimizing the negative effects of the study method itself.

10.3
Involvement of Human Subjects

A.
Because study methods used in this type of research often do not involve direct contact between investigators and human subjects, the question “Does my research involve human subjects?” is often asked.   For more guidance, please see Chapter 1.1B.  
B.
Informed Consent


Special Concerns Regarding Consent
a)
The statement "there are no risks from participating" should not be used. Although some SBR might have no conceivable risks, it is always necessary to consider whether there is a possibility (even if not a high likelihood) of emotional/psychological risk, loss of confidentiality or stigmatization.  If there are no perceived or actual risks, the researcher can state, “there are no more risks than those encountered in daily life.”

b)
One should describe the content of questions, interview topics, etc., and give specific examples of the MOST personal, sensitive, or distressing questions that will be asked. Sometimes it is appropriate to reassure subjects that any answer is acceptable, and that certain answers do not mean that they are abnormal or defined by that particular answer. 

c)
One should state that participants have the right to refuse to answer any question for any reason. This statement never should impute to subjects a specific sensitivity or emotional state (e.g., do not say, "You have the right to skip any questions that make you uncomfortable"). 

d)
It may be difficult to advise subjects about emotional distress without increasing the likelihood of experiencing it. This is a judgment call that needs careful consideration in wording of consent forms. 

C.
Other People in Research

The people who agree to take part in a study may not be the only ones about whom data are gathered. In these cases, the IRB should determine whether consent from these "other" subjects is necessary. 

Sometimes people provide data about the subjects of a study (e.g., teachers filling out surveys about their students, health care providers answering questions about their patients). Suppliers of research information are subjects, even though they are not themselves the focus of the research, and should be treated as such. It might not be necessary to obtain written documentation of informed consent from them, as long as a waiver has been requested and approved. 

The opposite situation occurs when the main subject provides information about other people (such as friends or family members), for inclusion in the research data. OHRP has issued a guidance that all people about whom research information is gathered are considered to be research subjects. The IRB should consider whether to require informed consent from these "secondary subjects." 

10.4
Risks and Benefits Unique to SBR
Many scientists see SBR as risk-free and write their IRB applications accordingly. This is emphatically not the case.  Although much (but not all) SBR is free from the potential for physical discomfort or harm, almost all human research carries the possibility of stress, emotional/psychological effects, loss of confidentiality, and other risks. Furthermore, in addition to direct emotional or physical harm, risks from research can include impingement of rights, privacy, and autonomy. 

Risk is attributable not only to study procedures themselves, but also to a complex mix of:

· subject matter (e.g., family violence vs. retail purchases) 

· study population (e.g., battered women vs. shoppers at a mall)

· confidentiality of participation and of data (e.g., finding out that somebody is taking part in a study of battered women; being able to identify data from the study as coming from a particular participant or class of participants such as unwed mothers) 

· timing and circumstances (e.g., asking about drug use among politicians could involve more risk during an election year than at other times) 

Compared to biomedical research, the potential risks and distress are much less obvious and harder to predict. As a consequence, it is often difficult to devise strategies that adequately protect participants. Further, the resulting harms (for example, emotional distress from being asked about childhood abuse, stigmatization of individuals or groups, loss of employment or health insurance) might be more difficult to correct. 

Reporting of adverse events or reactions is as important in SBR as in any other human subjects research. It is important to check with the IRB to make sure that you understand these reporting requirements.

A.
Examples of Risk Associated with SBR:

1. "Inflicted insight" arising from questions about certain behavior, attitudes, and beliefs. This can cause distress from: 

· being reminded of the event or experience when an emotionally laden question is posed (e.g., recalling physical or emotional trauma)

· considering oneself as having the characteristics presented in the questions (e.g., date rape, substance abuse, racial bias, social/emotional difficulties and limitations). 

 2.  
Psychological Harms.  Psychological harms may constitute undesired transitory, recurrent or permanent changes in thought processes or emotions, such as:

· Stress, 

· Depression, 

· Confusion, 

· Guilt, 

· Embarrassment, or 

· Loss of self-esteem 

3.  
Accidental discovery of illegal activities in open-ended observation, interview, focus groups. Any research might uncover such activities. However, due to its topics and modes of investigation, SBR may be more likely to do so. The researcher might not be required to report the illegalities to authorities, but data could be subpoenaed unless protected by a Certificate of Confidentiality or specific laws.  (For details on Certificate of Confidentiality, see Chapter 12.2C)

4.  
Discovery of intent to harm self or others, or of abuse of minors or elders. The investigator should follow the reporting requirements mandated by state law and professional codes of ethics.  Investigators should have a plan of action in the event harm or abuse is reported or observed. 

5.  
Economic Risks from disclosure of an individual’s direct or indirectly identifiable information.  Workplace research might carry potential risk to job status, employability or insurability. Participation could be less than voluntary due to the influence of authority figures and to lack of clarity about what activities are research vs. non-research activities.

6.  
Third Party Data.  When the study focuses on interaction or attitudes between two or more subjects, such as family members, couples, sexual partners, classmates, friends, and coworkers care must be taken not to share data between them without specific permission. It is important to recognize that subjects could talk among themselves, thus causing harm to their relationships even though the investigator has not revealed any research data.  

7.
Research involving one’s students.  If the research you are proposing involves using your own students or students over which you have some responsibility, special precautions need to be taken to ensure that there is no undue coercion.  Students may feel that if they don't participate in the proposed research they will be punished or receive a lower grade.  Research at schools might also breach confidentiality of students' performance ratings.  Be mindful that participation could be less than voluntary due to the influence of authority figures and confusion about what activities are research vs. non-research activities. 


Options to remedy the situation are offered below:

a. The consent form or assent form needs to state that the students will not have any penalty if they do not participate, and they will not make the teacher upset. (This option alone does not satisfy this requirement.) 

b. The study can be presented by a colleague or somebody not involved with the students. 

c. The study can be completely anonymous. 

d. Students can complete the Student Evaluation of Instructor Form once the research has been completed. These would need to be completed and brought to the Office of Research Integrity by a student. 

e. The teacher can collect the data and not use it for research until after the class has been completed and grading is complete

8.  
Focus groups present special problems. Complete confidentiality of information divulged in a group setting cannot be assured.  This must be reiterated throughout the consent process. 

9.  
If distress or deception must be experimentally induced, as in some psychological and physiological measurement research, the research design usually requires deficient or incomplete consent in order to procure unbiased results. It is extremely important to repair such deficiencies in informed consent.  For a more details on Deception Research, please see Chapter 10.5 

10.  
Research conducted via the Internet (either e-mail or Web) cannot be considered confidential, even with a "secure" server.  Employers might monitor Internet and e-mail use. Transmission and storage technologies are not reliably secure, and messages might not be anonymous even when they appear to be.  Prospective subjects need to be informed of the risk associated with research conducted over the Internet. They should be given clear documentation of confidentiality provisions, or informed if there are no effective protections.  Researchers need to be aware of data validity concerns associated with research conducted on the Internet. 

B.
Certificate of Confidentiality
Social-behavioral investigators sometimes collect sensitive identifiable data.  The Department of Health and Human Services developed a tool, a Certificate of Confidentiality (CoC), to minimize the risk to subjects from disclosure through subpoena of identifiable sensitive information that may be damaging to a subject’s employability, financial standing, or reputation within the community, might lead to stigmatization or discrimination, or may lead to legal action against the subject, such as:

· Information about a subject’s psychological well being or mental health,

· Illegal conduct/behaviors 

· Sexual attitudes, preferences, or behaviors 

· Alcohol or illegal drug use, or 

· Genetic information. 

For more information, please see Chapter 12.2C 

C.
Possible Benefits of Social/Behavioral Research 
Benefits of SBR to individual participants may be insignificant or non-existent. Sometimes the only benefit is the satisfaction of contributing to research knowledge. Frequently researchers suggest that there is benefit to learning about oneself through answering questions. However, self-knowledge might not result from a simple survey; and if it does develop, it could actually be a risk, as suggested earlier. 

Research that compares different programs of treatment, education, and information, can be particularly challenging in terms of assessing risks vs. benefit. Research is supposed to provide "clinical equipoise:" the assurance that each experimental arm confers equivalent benefits and risks. Some SBR assesses a treatment or intervention that is new, substantially changed, or untested and therefore cannot be assumed to provide equal benefit. In fact, the very reason for the study is to establish whether the new intervention is beneficial. Therefore equal benefit cannot be assured during the study. 

Clinical equipoise is even harder to attain with controls. The researcher needs to make a strong case for the potential benefit of the experimental treatment, while at the same time arguing that controls are not put at risk from being denied it. This can be dealt with by the "wait-list control" strategy, in which at the end of data collection, controls are offered the treatment if they wish it and/or if preliminary data analysis has shown it to be beneficial. By the same token, an experimental treatment would be withdrawn and the study halted if it is shown to have more negative effect than no treatment 
10.5 
Deception / Coercion in Recruitment of Subjects

A.
Definition

Deception is the intentional misleading of subjects or the withholding of full information about the nature of the experiment. Misleading or omitted information might include the purpose of the research, the role of the researcher, or what procedures in the study are actually experimental. Deception increases ethical concerns, because it interferes with the ability of the subject to give informed consent. 


However, deception is arguably necessary for certain types of behavioral research. Because humans act differently depending on circumstances, full knowledge by the subject might bias the results.

There are three situations in which researchers may not reveal to subjects in advance all details regarding the research protocol.  In the first situation, investigators do not reveal their hypotheses to potential subjects. This is not unusual and does not require additional scrutiny in the review process.

In the second situation, termed concealment, investigators do not reveal to potential subjects elements of the procedure.  An example of concealment would be an experiment in which, without their knowledge, some subjects view stimuli that highlight issues of race (and thus may prompt certain reactions), and some subjects view materials that do not. Concealment protocols may require more scrutiny in the review process. 

In the third situation, termed deception, investigators intentionally mislead potential subjects about some element or elements of the research procedure.  An example of deception would be an experiment in which subjects are led to believe they must prepare to take an oral exam; there is no exam, but stress levels or coping will be measured. 

Deception protocols require more scrutiny and are reviewed by the full board. In cases of concealment and deception increased scrutiny will focus on the balance of potential risks to subjects (embarrassment, upset, inflicted insight, mistrust of the research process) and the potential benefit to society of advancement of knowledge created by the investigation.

Investigations that involve concealment or deception must include in their informed consent documents language indicating that some aspect of the procedure is not being described correctly or at all unless a compelling case can be made for not including such language.  A debriefing after the procedure must be conducted that reveals the concealment or deception (within limits of participant well-being) at which time subjects must be given the option of withdrawing their data.

B.
Approaching and Recruiting Subjects
1.
Announcement, approach, and recruitment procedures by themselves carry potential for coercion, loss of confidentiality, and other psychological/emotional distress. Special caution is needed with "snowball" recruiting procedures (asking a subject to recruit others), family member recruiting, and recruiting through schools, social groups, and service programs. 

2.
SBR subjects can be recruited from ongoing service/care programs or groups in which the investigator has a role (faculty, advisor, facilitator, provider). It is essential to differentiate research from "business as usual," and to delineate the investigator's research role vs. other roles. It is unethical, deceptive and coercive to engage people in research via their belief that this is a normal extension of activities that they are already engaged in for other purposes. 

As with all research, assurance of confidentiality should extend to the very fact of participation. Information that a person is in a certain study could identify him as having stigmatizing social or health characteristics. When the research is conducted in an open or group setting, such as a classroom or place of employment, special care must be taken with confidentiality of participation, so that those who do, or do not, take part are not identified and thus possibly stigmatized. In such cases, it may be necessary to provide a neutral activity for non-participants, so that it is not possible for others to observe who is and who is not participating.  

C.
Strategies

Strategies to accomplish this might include debriefing subjects with a description of what really happened, explaining why the research could not otherwise be conducted, and an apology. If possible, the debriefing should be offered while subjects still have an opportunity to withdraw their data should they feel offended and not wish to continue participation.
10.6
Privacy and Confidentiality

Although subjects in research studies do not often face physical harms, the violation of subjects’ privacy can result in social, psychological, legal, political, or economic harms. Moreover, because the impact of social research reaches beyond the subjects, harms can be inflicted upon families, communities, and society at large.

Researchers must protect the privacy of research subjects. The design of studies must be undertaken with an eye to maximizing data confidentiality and avoiding inadvertent disclosures. In conducting studies, researchers could remove identifiers or use anonymous data. Certificates of Confidentiality (Chapter 12.2) may be obtained from DHHS to protect study data from involuntary disclosure through subpoena. 

10.7
Oral Histories

A.
Definition

The purpose of oral histories is to preserve primary source information about the past to be used by others. Oral history is a method of gathering and preserving historical information that is authentic, useful, and reliable. It is done by recording interviews with subjects about people, places, or events in their lives in the form of recollections, reminiscences, and memories of the subject about their past as requested and recorded by an interviewer. Oral histories are primary sources recorded in the person's own words with no interpretation, analysis or aggregation by another person. 

B.
Review Criteria
A decision whether oral history or other activities solely consisting of open-ended qualitative type interviews are subject to the policies and regulations outlined in an institution’s Federal Wide Assurance (FWA) and HHS regulations for the protection of human research subjects (45 CFR 46) is based on the prospective intent of the investigator and the definition of “research” in 45 CFR 46: “a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.”

Specifically, for GSU researchers, the evaluation of such activities hinges upon whether the person is engaged in the creation of “generalizable knowledge” that is, whether the activity represents a systematic investigation intended to develop or contribute to generalizable knowledge.  Many oral history activities are designed to create a record of specific historical events and, as such, are not intended to contribute to generalizable knowledge.  However, it is recommended that all researchers undertaking oral history projects contact the GSU IRB Office to discuss their proposed oral history activities to ascertain whether the project requires IRB approval.

Chapter 11

Protected Health Information

Purpose:
The purpose of this module is to provide researchers with the information they will need to comply with the Privacy Rule associated with the Health Insurance Portability and Accountability Act of 1998 (HIPAA), and other relevant state and federal laws.

Sections:
11.1
Protected Health Information (PHI)

11.2
Authorization (Consent) Requirements

11.3
Human Subjects’ Rights

11.4
Subject Recruitment

11.5
Resources

11.1
Protected Health Information (PHI)

Under HIPAA, researchers will have to:

· provide more detailed information to the Institutional Review Board about data storage, security, re- disclosure and destruction; and

· provide more information to research subjects in the consent and authorization process about how information about them will be used.


A.
Definitions

1.
Research  

For GSU, "research" means a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge.  Activities that meet this definition constitute "research" whether or not they are supported or funded under a program that is considered research for other purposes. For example, some "demonstration" and "service" programs may include research activities. This definition includes activities preparatory to the conduct of research; for example, activities conducted in support of grant or proposal preparation, pilot studies, and feasibility studies.

2.
Covered entity  

Covered Entities are health care providers, health plans, and 

health care clearinghouses.  GSU is not a covered entity.  GSU is a hybrid entity, where only portions of the University are covered (i.e., Human Resources, Biology, etc…)

3.
Authorization  

Authorization is the HIPAA equivalent of consent to use and disclose data.

4.
Protected Health Information (PHI)

Protected health information includes all individually identifiable health information transmitted or maintained by an organization covered by the HIPAA regulations (a “covered entity”), regardless of form. Specifically, if it is Individually Identifiable Health Information (IIHI) that is:

· created or received by a health care provider, health plan, employer, or health care clearinghouse; and

· personal health information that relates to:

· the past, present, or future physical or mental condition,

· the past, present, or future provision of care to an individual, or

· the past, present or future payment for provision of health care to an individual, and

· identifies the individual (or there is a reasonable basis to believe that the information can be used to identify the individual).

B.
What Kind of Research and Researchers are Affected by the HIPAA regulations?

1.
Any kind of research conducted under the auspices of the GSU that creates, uses, or discloses protected health information obtained from a covered entity is subject to the HIPAA regulations.  This includes such research activities as clinical trials, chart reviews, epidemiological studies, behavioral and social science studies, as well as basic science research activities.  

2.
It includes research that involves the provision of treatment as well as research that provides neither treatment nor diagnosis.

3.
All studies involving creation, use, or disclosure of Protected Health Information (PHI) must be reviewed and approved in advance by the GSU Institutional Review Board.


C.
Types of Health Information

There are three categories of health information.  The requirements for use are different for each.

1.
Individually Identifiable Health Information (IIHI)

This includes any subset of health information, including demographic information collected from an individual, that:

· Identifies the individual (or there is a reasonable basis to believe that the information can be used to identify the individual.)

· The general rule is that an authorization signed by the research subject is required for the disclosure of individually identifiable health information.  An IRB may waive this requirement.

2.
De-Identified Data Sets
Health information is considered de-identified when it does not identify an individual and the covered entity has no reasonable basis to believe that the information can be used to identify an individual.  Information is considered de-identified if 18 identifiers are removed from the health information and if the remaining health information could not be used alone, or in combination, to identify a subject of the information.  An IRB may waive authorization for the use of de-identified data.  

The identifiers include:

a)
Information that may NOT be included in de-identified data sets

· names, 

· geographic subdivisions smaller than a state, including street address, city, county, precinct, zip code and equivalent geo-codes, except for the initial three digits of a zip code to 000, 

· all elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death, and all ages over 89, 

· telephone numbers, 

· fax numbers, 

· electronic mail addresses, 

· Social Security numbers, 

· medical record numbers, 

· health plan beneficiary numbers,

· account numbers, 

· certificate/license numbers, 

· vehicle identifiers and serial numbers, including license plate numbers, 

· device identifiers and serial numbers, (14)  Web Universal Resource Locator (URL), 

· biometric identifiers, including finger or voice prints, 

· full face photographic images and any comparable images, 

· Internet Protocol address numbers

· any other unique identifying number characteristic or code


3.
Limited Data Sets


A limited data set is information disclosed by a covered entity to a researcher who has no relationship with the individual whose information is being disclosed.  The covered entity is permitted to disclose PHI, with direct identifiers removed, subject to obtaining a data use agreement from the researcher receiving the limited data set. The PHI in a limited data set may not be used to contact subjects.   The IRB may waive authorization for use of limited data sets in research.

a)
Direct identifiers that must be removed from the information for a limited data set are: 

(1)
name, 

(2) 
address information (other than city, State, 
and zip code), 

(3) 
telephone and fax numbers, 

(4) 
e-mail address, 

(5) 
social security number, 

(6) 
certificate/license number, 

(7) 
vehicle identifiers and serial numbers, 

(8) 
URLs and IP addresses, 

(9) 
full face photos and other comparable
images, 

(10) 
medical record numbers, health plan
beneficiary numbers, and other account 
numbers, 

(11) 
device identifiers and serial numbers, 

(12) 
biometric identifiers including finger and 
voice prints.

b)
Identifiers that are allowed in the limited data set are:  

(1) 
admission, discharge and service dates, 

(2) 
birth date, 

(3) 
date of death, 

(4) 
age (including age 90 or over), 

(5) 
geographical subdivisions such as state, county, city, precinct and five digit zip code.

11.2
Authorization (Consent) Requirements

HIPAA regulations use the term “authorization” to describe the process through which a patient allows researchers to access protected health information. Blanket authorizations for research to be conducted in the future are not permitted.  Each new use requires a specific authorization. The authorization for disclosure and use of protected health information may be combined with the consent form that a research subject signs before agreeing to be in a study.  It may also be a separate form.  In either case, the information must include:  


A.
Elements of Required Authorization

1.
A description of the information to be used for research purposes;

2.
Who may use or disclose the information 

3.
Who may receive the information

4.
Purpose of the use or disclosure

5.
Expiration date of authorization 

6.
How long the data will be retained with identifiers

7.
Individual’s signature and date

8
Right to revoke authorization

9.
Right to refuse to sign authorization (if this happens, the individual may be excluded from the research and any treatment associated with the research)

10.
If relevant, that the research subject’s access rights are to be suspended while the clinical trial is in progress, and that the right to access PHI will be reinstated at the conclusion of the clinical trial.

11.
That information disclosed to another entity in accord with an authorization may no longer be protected by the rule.


B.
Waiver of Authorization for Research

The GSU Institutional Review Board uses the following criteria in approving requests for a waiver of authorization for research:

1.
the use or disclosure of protected health information must involve no more than minimal risk to the privacy, safety, and welfare of the individual;

2.
the research could not practicably be conducted without the waiver or alteration; and

3.
the research could not practicably be conducted without access to the protected health information. 

The Institutional Review Board must also consider if the researcher has provided: 

· an adequate plan to protect the identifiers from improper use or disclosure; 

· an adequate plan to destroy the identifiers at the earliest opportunity, unless retention of identifiers is required by law or is justified by research or health issues; and 

· adequate written assurance that the PHI will not be used or disclosed to a third party except as required by law or permitted by an authorization signed by the research subject. 

C.
What information researchers will have to provide to the IRB?

Researchers will have to provide more detailed information about the types of information they will use in their research, how it will be used, who will have access to it, and when it will be destroyed.  

Specifically, they will be asked by the IRB:

· What risks are posed by the use of the data and how have they been minimized?

· What is the justification for access to the data and why are they necessary to conduct the research?

· What plan does the researcher have to protect identifiers from improper use or disclosure?

· What is the researcher’s plan to destroy the identifiers?  If it is not possible to destroy the identifiers, what is the health, legal, or scientific justification?

· Has the researcher provided adequate written assurance that the PHI will not be used or disclosed to a third party except as required by law or permitted by an authorization signed by the research subject?

D.
Researchers requesting waivers of authorization will need to explain 

· that the use or disclosure poses no more than minimal risk to the subject;

· that the research could not practicably be conducted without the waiver; and

· that the research could not practicably be conducted without access to the protected health information.

E.
In completing the application to the GSU Institutional Review Board, the researcher must: 

1.
Explain how the use of PHI involves no more than minimal risk to individuals

2.
Explain why such a waiver will not adversely affect privacy rights or welfare of individuals in the study

3.
Explain why the study could not practicably be conducted without a waiver

4.
Explain why it is necessary to access and use protected health information to conduct this research

5.
Explain how the risks to privacy posed by use of PHI in this research are reasonable in relation to the anticipated benefits

6.
Explain the plan to protect identifiers from re-disclosure

7.
Explain the plan to destroy identifiers.  Provide a date by which this will take place.  If identifiers must be retained, provide the reason (scientific, health, or other) why this is necessary.

8.
Confirm that the PHI will not be reused or disclosed to anyone else.
11.3
Human Subjects’ Rights


A.
Right to an Accounting

When a research subject signs an authorization to disclose PHI, the covered entity is not required to account for the authorized disclosure.  An accounting is not required when the disclosed PHI was contained in a limited data set or is released to the researcher as de-identified data.  However, an accounting is required for research disclosures of identifiable information obtained under a waiver or exception of authorization.  Research subjects may request an accounting of disclosures going back for up to six years.  


B.
Right to Revoke Authorization  

A research subject has the right to revoke his or her authorization unless the researcher has already acted in reliance on the original authorization. Under the authorization revocation provision, covered entities may continue to use or disclose PHI collected prior to the revocation as necessary to maintain the integrity of the research study. Examples of permitted disclosures include submissions of marketing applications to the FDA, reporting of adverse events, accounting of the subject's withdrawal from the study and investigation of scientific misconduct.
11.4
Subject Recruitment

A.
Recruitment of subjects for research is subject to the general authorization requirements. 

The Privacy Rule classifies recruitment as "research" rather than as health care operations or marketing.  Because development or use of research databases falls within the definition of "research," a covered entity may disclose PHI in a database to sponsors for subject recruitment only after an authorization from the research subject or a waiver from the GSU Institutional Review Board has been obtained. 

B.
Neither an authorization nor a waiver is required to disclose PHI contained in a limited data set or as de-identified data. 

Limited data sets will make it easier to create databases of potential subjects to see if it is feasible to conduct a clinical trial or to perform epidemiological research. 

C.
There are two important limitations on the use of PHI in a limited data set for subject recruitment.  

The PHI may not be used to contact subjects, and, because telephone numbers, internet provider addresses, and email addresses are not part of a limited data set, this information may not be collected by researchers from prospective subjects.

D.
When researchers want to approach potential subjects to participate in a study who they have identified using PHI under a Waiver of Authorization, they must use an approach method that has been approved in advance by the IRB.
Examples of approach mechanisms that are acceptable include using an intermediary such as the patient’s primary care provider or a member of the medical staff actually caring for that patient, or sending the potential subject a letter signed by the patient’s provider.

11.5 HIPAA Security

All persons performing human subject research that involves access to Protected Health Information (PHI) are required to comply with both the Privacy and Security Rule of the Health Insurance Portability and Accountability Act (HIPAA).   PHI is individually identifiable health information (IIHI) such as name, address, social security number, email address, telephone number, etc., that is created, received or maintained by a Covered Entity (CE).  A CE is 1) a Health Care Provider that performs one of the standard electronic transactions identified in the HIPAA Privacy Rule; 2) a Health Plan; 3) a Health Care Clearinghouse.  Virtually all doctors, hospitals, and other health care facilities are CE’s.

No researcher or other member of the University community may handle or have access to PHI unless and until they complete the University’s HIPAA Privacy Rule training and Security Rule training.  Only computer terminals conforming to the University’s HIPAA Rule Security standards may be used for the creation, receipt, or maintenance of PHI.

If you are proposing human subjects research that will use PHI, you will be contacted by the University’s HIPAA Privacy Officer and its HIPAA Security Officer.  If your human subject research activities do not involve PHI, you are not subject to this policy.

It shall be a violation of this policy for any person performing work with PHI for the University as an employee or independent contractor to fail to comply with any Privacy and/or Security Rule obligation for which they are responsible, regardless of whether such failure is intentional or not.

11.6
Additional Resources


Other sources of information can be obtained at:

A.
GSU Office of Research Integrity

Suite 217
404-413-3500



http://www.gsu.edu/research

B.
Department of Health and Human Services

Office for Civil Rights – HIPAA

http://www.hhs.gov/ocr/hipaa/
C.
Department of Health and Human Services

Office of the Assistant Secretary for Planning and Evaluation, Administrative Simplification 

http://aspe.os.dhhs.gov/admnsimp/
Chapter 12

RESEARCH CONDUCT ISSUES

Purpose:
Many ethical questions are raised during the conduct of studies. This chapter discusses some of the most commonly encountered research conduct issues

Sections:
12.1
Conflict of Interest
12.2
Privacy and Confidentiality
12.3
Non-Compliance

12.1
Conflict of Interest

A.
Conflicts
A conflict of interest is a divergence between an individual's professional obligations and his or her private interests. Such conflicts, in and of themselves, are not unethical and do not constitute or imply any wrongdoing. But they can lead to actual misconduct when considerations of personal gain, financial or otherwise, influence or compromise an individual’s judgment and actions in the performance of his or her primary responsibilities. 

The possibility that financial and other incentives might affect research objectivity and harm human subjects has resulted in federal and institutional regulations, which mandate that such conflicts be identified and then managed, mitigated, or eliminated.

B.
Policies and Regulations
Conflicts of interest are common and practically unavoidable in the modern research university. The goal of regulations is therefore not to eliminate them, but to manage them. In accordance with federal regulations, Georgia State University manages conflicts of interest through disclosure, review, and intervention, as appropriate. 

1.
Annual Certification and Financial Disclosure 


All GSU faculty must disclose any potential conflict of interest on their annual protocol renewal application. 

2.       PHS Regulations Different and In Addition to GSU’s Policies
Regulations of the Public Health Service (PHS), which includes the National Institutes of Health (NIH) and the National Science Foundation (NSF), establish separate and different requirements with regard to the handling of potential conflicts of interest for Principal Investigators (PIs) applying to either agency for funds. 

PHS and NSF require that, for each proposal, the PI certify that he or she has appropriately disclosed any significant financial interests related to that proposal. Before an award can be made, Georgia State University must determine how any potential conflict will be managed, reduced, or eliminated. At GSU, each School will handle this responsibility for its own PIs.    Please note that both PHS and NSF have now set thresholds for the definition of "significant financial interest" that are lower than those established by GSU.

3.        Process
All potential conflicts of interest must be disclosed by the Principal Investigator (PI) to his or her School Dean.  In addition, potential conflicts of interest related to human subjects research must be reported to the IRB Office.

When a potential conflict is reported by the PI at the time of protocol submission, or noted during the IRB review process, the IRB will request that the PI contact his or her School Dean’s Office, which will review and manage the conflict.  Conflict of interest information disclosed through other departments --- the Office of Research and Sponsored Programs --- will also be conveyed to the School Dean’s Office.

The IRB and the School Dean’s Office will conduct their relevant reviews in parallel, but the IRB will not issue an approval until conflict of interest resolution is reached and communicated by the School Dean’s Office.

When a potential conflict of interest is disclosed after IRB review and approval, the IRB will ask the PI to contact his or her School Dean’s Office for review and management of the conflict. The PI must stop any enrollment into the study, until conflict of interest resolution is reached and communicated by the School Dean’s Office. 

If resolution includes a change in the protocol, the PI must submit a Revision Application, with a copy of the revised consent form, if applicable, to the IRBs Office.

12.2
Privacy and Confidentiality

A.       Privacy

A major tenet in the protection of human subjects is that persons can be wronged even if they are not harmed. One way that subjects are wronged is through the violation, intentional or unintentional, of their privacy. Such violation could also result in other harms, which could be personal, social, psychological, or economic in nature.

B.       Confidentiality
 
Those conducting research with human subjects are obligated to protect the privacy of study participants. PIs must design studies to maximize data confidentiality to avoid unintentional release or other disclosures. If appropriate, researchers could remove identifiers or use anonymous data. 


PIs are also obligated to withhold the names or other identifying characteristics of participants from all persons not connected with the research. 


Additional precautions must also be taken to avoid unintended breaches. Researchers working with human subjects must be conscious of their communication, both verbally and in writing, in such situations as workplace conversation, lost or misplaced papers, un-secure electronic documents, etc. 

At times, however, absolute confidentiality is not possible. In a study where there is a small subject pool, individual participants may be recognizable. Furthermore, some research data must be made available to federal and regulatory agencies. In rare circumstances, research records could be subpoenaed and would have to be provided to the appropriate authorities. 

C.        Certificate of Confidentiality
           Under certain circumstances, Certificates of Confidentiality may be obtained from DHHS to protect against involuntary disclosure of study data through subpoena. The DHHS website and IRB’s staff can provide additional information regarding such certificates. 

A Certificate of Confidentiality constitutes an agreement between the Principal Investigator and DHHS. Such an agreement, along with the specific language to be used in the consent form, needs to be submitted for review to the Institutional Review Board. 
12.3
Non-Compliance Policy and Procedures

A.
Purpose

The purpose of this Policy is to provide a mechanism to review and address instances when Georgia State University (GSU) researchers fail to comply with IRB policies and procedures.  Federal regulations provide the IRB with the authority to suspend or terminate approval of research that is not being conducted in accordance with IRB requirements, or by a researcher for whom there is evidence of serious or continuing non-compliance with Federal Drug Administration (FDA) and Office for Human Research Protections (OHRP) regulations. (21 CFR 56.108(b)(2), 56.113, and 45 CFR 46.113) 

B.
Reporting Non-Compliance 

In many cases, non-compliance is discovered through monitoring by the GSU Office of Research Integrity (ORI).  However, complaints of non-compliance can be made by human subjects, community members, and employees.  The IRB has an electronic complaint form on its web page (www.gsu.edu/irb).  This form can be completed and electronically submitted, or printed and delivered to the ORI.  The ORI will also accept complaints reported anonymously by telephone, written correspondence (letters or emails), or by in-person notification.  To the extent permitted by law, the ORI will make every effort to maintain the confidentiality of the person reporting the non-compliance, unless such person gives permission to be identified.  Retaliation against an individual reporting non-compliance is strictly prohibited and will result in disciplinary action by GSU. 

C.
Procedures in Response to Allegation of Non-Compliance
When the GSU IRB Compliance staff is made aware of alleged non-compliance, either through its monitoring of research or receipt of a complaint, the IRB Compliance staff will determine whether there is support for a claim of non-compliance (“Claim”).  If the IRB Compliance Officer determines that there is sufficient support for a Claim, the IRB Compliance staff will notify the IRB Chair of the Claim.  The IRB staff and IRB Chair will determine if the claim is serious or non-serious.

A Claim may be considered non-serious if the action that caused the Claim:

· had no substantive effect on the safety or well-being of research participants;

· did not affect the value of the data collected (meaning the violation did not confound the scientific analysis of the results) or

· did not violate any ethical principles. 

A Claim may be considered serious if the action that caused the Claim:

· posed a significant risk of substantive harm to research participants; 

· caused damage to the scientific integrity of the data collected; 

· violated ethical principles. 

The above examples are not intended to be a complete listing, but to serve as guidance and explanation of this Procedure. 

Claims Determined to be Non-Serious.  If the Claim is determined to be non-serious, based on the Claim and an evaluation by the IRB Compliance staff and the IRB Chair, an informal resolution to address the non-compliance will be determined by the IRB Compliance staff and IRB Chair.  Such resolution will be summarized in a written document, and forwarded to the Principal Investigator, the Department Chair, IRB Compliance Officer and IRB Chair, and made a part of the Principal Investigator’s IRB protocol file. 

Claims Determined to be Serious.  If the Claim is determined to be serious, based on the Claim and an evaluation by the IRB Compliance staff and the IRB Chair, the IRB Chair will appoint an IRB Subcommittee to investigate the Claim.  The IRB Subcommittee will be composed of 2 – 4 current IRB members (with no conflict of interest).  An IRB compliance staff person can serve as a member of the subcommittee.  The IRB Subcommittee will review the written file and conduct such interviews and hearings as it determines appropriate to investigate the Claim.  The IRB Subcommittee will prepare a written report summarizing its findings and recommendations for resolution.  The report will be submitted to the IRB Chair and IRB Compliance Officer for full IRB review.  The IRB will review the report at a full IRB meeting, and can revise it as necessary.  The report can be accepted or rejected by the IRB.  If it is rejected, the subcommittee will revise the report and bring it before the IRB at the next convened meeting.  Once the IRB has approved the report, a notification will be prepared and sent to the Principal Investigator, his/her Dean and Department Chair.  Such notification will include the findings of the IRB Subcommittee and an action plan for resolving the noncompliance.  Receipt of the notification will be verified by email.  The notification and the sub-committee’s report will be made a part of Principal Investigator’s IRB protocol file. 

The following are examples of possible resolutions for non-compliance:

· informal counseling; 

· action plan for resolving non-compliance; 

· audit(s) of active protocols; 

· subjects previously enrolled in the study contacted and provided with additional information and/or re-consented; 

· frequent review of compliance; 

· suspension of research protocol; 

· termination of research protocol; 

· letter(s) of reprimand; 

· suspension of sponsored research grant account; 

· prohibit collected data from being used for publication; 

· report of non-compliance to Vice President for Research and other University administrators, the sponsor, and/or government agencies; 

· disqualification of Principal Investigator from conducting research involving human subjects at the University; 

· embargo of publications;   

· referral of the Claim to the Vice President for Research for investigation in accordance with the Policy and Procedures for Dealing with Allegations of Misconduct in Research at Georgia State University 

3.  
Audit of Research Studies 
Audits of research studies are conducted to identify possible weaknesses and elicit process improvements in human subjects’ protection.  The GSU Compliance Program will periodically audit a selection of the research programs with currently active and continuing review protocols.  During this audit process a random selection of the researcher’s human subject records and consent forms will be reviewed and an evaluation of the security of the data being collected will be undertaken.  Moreover, anonymous calls to the Principal Investigator will inquire about the research to ensure they are disseminating the information as described in their approved protocol.  In addition, on-site visits will be undertaken to ensure that the people listed on the approved protocol are the ones actually conducting the research; reviews of the survey instruments being used to ensure they are identical to those approved by the IRB; ensure that the telephone contact information on the consent form is correct, and if the research entails risk, that the contact information for treatment for injury is appropriate and up to date.  Other items will be added to this list as a result of the audit reviews.

Audits of research studies are conducted to identify possible weaknesses and elicit process improvements in human subjects protections.  Audits to be conducted by the Compliance Officer at GSU will consist of two types:

A.
Investigator-oriented, frequently referred to as “for cause” audits:

· are based on known or suspected information regarding an investigator’s procedures in conducting a study

· will involve the study in question can subsequently lead to audits on all active studies conducted by the investigator

B.
Audits designated as study-oriented, also referred to as random audits, are conducted:

· routinely as a part of the Human Subjects Protection Program  (HSPP)

· to maintain consistency and evaluate reports submitted as part of the IRB   process

Study and investigator-oriented audits require a thorough review of the IRB documentation (protocol files, informed consent forms, children’s assent, meeting minutes and correspondence).
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