ATTENTION

The Department of Behavioral Health and Developmental Disabilities
(DBHDD) utilizes the Department of Community Health (DCH) Institutional
Review Board (IRB) to ensure protection of human subjects. Policies and

procedures regarding the protection of human subjects and operation of the
IRB are developed and maintained by DCH.

Therefore, the DCH Protection of Human Subjects policy and procedures
constitute the DBHDD directive on this topic.

Please see the attached policy, procedure, and manual.



SUBJECT: Protection of Human Subjects

POLICY

The policy of the Department of Community Health (DCH) is to assure the protection of the
rights of human subjects in research activities that are conducted in association with the
Department. The Department will assure subjects’ rights by following the policies and
procedures contained in 45 CFR, Part 46, “Protection of Human Subjects”; 21 CFR, Part 50,
“Protection of Human Subjects”; and 21 CFR, Part 56, “Institutional Review Boards.” The
Department is guided by the ethical principles set forth in the report of the National Commission
for the Protection of Human Subjects of Biomedical and Behavioral Research entitled: “The
Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of
Research.” A Departmental sponsor is designated when the research is not conducted by an
agent of the Department.

A. Authority
45 CFR, Part 46, "Protection of Human Subjects"
21 CFR, Part 50, "Protection of Human Subjects"
21 CFR, Part 56, "Institutional Review Boards"

B. Applicability

This policy and related procedures apply to research that is conducted either by the
Department or is sponsored by the Department and involves human subjects. Applicability is
not limited to federally sponsored projects.

C. Definitions

“Research” means a systematic investigation designed to develop or contribute to
generalized knowledge. Routine program evaluation is excluded under this definition.

“Human subject” means a living individual about whom an investigator conducting research
obtains data through intervention or interaction with the individual, or obtains identifiable
private information.

“ldentifiable private information” means any information about an individual’s behavior
that: occurs in a context in which an individual can reasonably expect that no observation or
recording is taking place, or has been provided for specific purposes and which the individual
can reasonably expect not to be made public (e.g., a medical record), and the information is
individually identifiable (i.e., the identity of the individual is or may be ascertained by the
investigator or associated with the information).

“Conducted by the Department” means any research activity that is conducted by an
employee of the Department or is funded by the Department.

“Sponsored by the Department” means any research activity which requires the support of
the Department for granting access to subjects or information. A “sponsor” is an employee of
the Department who assumes certain responsibilities for a research project.

D. Responsibilities

1. Itis the responsibility of the Commissioner to establish and maintain an Institutional
Review Board (IRB) that is competent to assure the protection of the rights of human subjects by
appointing members according to the policies listed in 45 CFR, Part 46.107, “IRB Membership.”
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Each member will receive orientation to the Board and will participate in a program of
continuing education to maintain skills and knowledge. Each member’s home division/office is
responsible for supporting the activities of the appointed member.

2. The DCH IRB is responsible to assure the rights of human subjects by following the
policies and procedures written in 45 CFR, Part 46; and 21 CFR, Parts 50 & 56.

3. It is the responsibility of each involved division and office to ensure that all research
involving human subjects conducted or sponsored by the division/office is approved by the DCH
IRB. When the research involves access to confidential information and is conducted by a
departmental employee or agent, the investigator’s division or office is responsible for following
the provisions indicated in laws, rules, regulations, etc., concerning access to and release of the
information held in confidence.

4. Itis the responsibility of the Administrator of the IRB to issue procedures to implement
this policy. The procedures include a manual: “Guidance to Researchers Using Human
Subjects”

5. Itis the responsibility of the researcher to follow the procedures contained in the manual:
“Guidance to Researchers Using Human Subjects.”

6. It is the responsibility of the departmental sponsor to assure that the research project does
not have a negative impact on the provision of service that is being offered. The sponsor is
aware of problems and adverse findings during the conduct of the project and apprises the Board
of these events. When the research involves access to confidential information, the sponsor
assures that all provisions of applicable laws, rules, regulations, etc. are followed concerning the
release of and access to the confidential information.

E. History
Update of Georgia Department of Human Resources Policy, “Protection of Human
Subjects,” POL7901, effective 2/9/2000.



SUBJECT: Protection of Human Subjects
PROCEDURE

1. Institutional Review Board:
1.1. Board membership

The Review Board consists of at least eight members with varying backgrounds to promote
complete and adequate review of research activities conducted or sponsored by the involved
department(s). Members are appointed to meet the following representative criteria: a) two
medical doctors who have training and experience in a medical field sufficient to be able to
assess medical risks; b) a person who has training and experience in the conduct of scientific
investigations; c) a person whose primary concern is not in the area of scientific investigation;
d) alegal professional who has experience with the types of issues confronted by the
Department and its consumers; e) a person who is not, and whose immediate family is not,
affiliated with the Department except as a member of this Board; and, f) a person who has
training and experience in working with the consumers of the Department. Additionally, the
Board should include diverse membership with regard to race, gender, and cultural backgrounds
and shall include persons knowledgeable of institutional commitments and regulations and
standards of professional conduct and practice.

Members are appointed by the Commissioner for staggered two-year terms. Alternate
members may be appointed. Alternates are nominated and appointed in the same manner as
primary members and serve two-year-terms. They have the same representative capacity as
primary members for whom they serve as alternates. An alternate member cannot replace a
primary member at a convened meeting unless he/she has received and reviewed the same
material that the primary member has received or would have received. An alternate has no vote
if the member for whom they are an alternate is present. There is a chairperson and vice-
chairperson who are elected by the members of the Review Board for a term of two years.

An Administrator and an Executive Secretary are DCH employees in the Division of Public
Health.

1.2. Meetings of the Board

Meetings of the Review Board are scheduled to ensure timely review of all projects. A
majority of the membership constitutes a quorum, including at least one member whose primary
concerns are in the nonscientific area. A majority vote is required for approval of a motion. If a
quorum is interrupted during the proceedings, actions on studies are suspended until a quorum is
again attained. All projects approved using the expedited review process are included on the
agenda of the next convened meeting of the Board. Votes are recorded and reported
numerically.

The Administrator coordinates all human subjects protection activities to ensure that all
appropriate procedures are implemented. The Administrator is responsible for revising and
implementing policies and procedures to ensure the IRB's compliance with regulations and
guidelines applicable to research involving human subjects. The Administrator reviews
applications for completeness and compliance with regulations. Additionally, the Administrator
is responsible for:

a. reviewing all applications and determining if they meet the criteria for approval without
detailed review or for expedited review;



assigning a Review Coordinator for each project to be reviewed,
reviewing and approving agenda prior to meetings of the Board,;
assisting Review Coordinators in writing meeting summaries;

e. providing members with available information to assist them in carrying out the
functions of the Board;

f. recommending to the Commissioner appropriate members for the Board,;

g. providing IRB orientation sessions periodically to new IRB members and Departmental
Sponsors; and

h. serving as a liaison between the Board and the DCH management, the Office of Human
Research Protections, the Food and Drug Administration, and other Federal Agencies.

1.4. Functions of Chairperson

The Chairperson, the Vice-Chairperson, or a designee presides at all convened meetings of
the Board. The Chairperson serves as a resource to the Administrator in all matters of
administration and may perform any of the functions of the Administrator when appropriate.

1.5. Functions of the Review Coordinator

After the Administrator performs an initial review of an application, he or she assigns it to a
Board member who serves as the Review Coordinator for the project until it is closed by the
Board. The Administrator makes a recommendation regarding the type of review (see section
4.1. of the manual). If the Review Coordinator disagrees with the recommended type of review,
he or she contacts the chairperson and they resolve the issue. The Review Coordinator is
responsible for a detailed initial review, for communication with the investigators, and for
tracking the project until it is closed. Specifically, the responsibilities are:

a. upon receipt of the application, performs a detailed review to identify issues, missing
information, unanswered questions, or other needed information;

b. contacts the investigator, prior to application being placed on the agenda, to resolve the
identified issues, missing information, etc.

c. notifies the Administrator when the application is ready to be placed on the meeting
agenda;

d. presents the application at the convened meeting of the Board; (The presentation lasts a
maximum of 5 minutes and identifies, at a minimum: (1) the involvement of DCH, (2) the
purpose and design of the study, (4) subject information - vulnerable, how many, where, how
recruited, etc., and, (5) issues for discussion.)

e. after the Board members discuss the issues, including any other issues identified by other
Board members, recommends a decision to either table the application, approve it with
conditions, or approve it with no conditions;

f. writes a detailed description of the presentation, discussion, and decisions made at the
Board meeting regarding the application and forwards the description to the Executive Secretary
and Administrator within two working days of the meeting;

g. receives (from the Executive secretary) all correspondence regarding the project and
responds appropriately;

h. oversees the continuing review process including timely notification of the investigators,
and functions a, b, c, d, e, and f, stated above, as they relate to the continuing review.

1.6. Functions of the Executive Secretary

The Executive Secretary is responsible for:
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a. providing necessary staff assistance, and making recommendations to the Administrator
and Chairperson;

b. in conjunction with the Review Coordinators, receiving and issuing all communications
with applicants;

c. in conjunction with the Review Coordinators and the Administrator, recording and
publishing minutes of the meetings of the Board,;

d. communicating with Board members, including scheduling meetings;

e. maintaining records;

f. in conjunction with the Review Coordinators, insuring timely continuing reviews of all
projects, including notifying investigators when reports are due;

g. entering appropriate data to the database; and,

h. assuring that a quorum is met and maintained throughout the proceedings at all convened
meetings of the Board.

1.7. Record Keeping

The Executive Secretary maintains adequate documentation of the Board’s activities,
including the following:

a. copies of applications reviewed, including all attachments, progress reports submitted by
investigators, statements of significant new findings provided to subjects, and reports of adverse
events;

b. minutes of IRB meetings which are sufficient in detail to show attendance at meetings,
actions taken by the IRB, the vote tally on all actions, the basis for requiring changes in or for
disapproving applications, and a written summary of discussion of issues and their resolution;

c. records of continuing review activities;

d. copies of all correspondence; and,

e. alist of Board members identified by name, earned degrees, representative capacity,
indications of experience sufficient to describe each member’s chief anticipated contributions to
Board deliberations, and a description of each member’s affiliation with the Department.

These records are retained for at least three years, except that all records related to research
that is conducted are kept for at least three years after the completion of the research project.

These records are available for inspection and copying by authorized persons during normal
business hours. They are housed in the Division of Public Health, Office of the General
Counsel.

2. Auxiliary Review Committees

Institutions or divisions within the Departments which conduct or support a significant
amount of research may elect to form an internal committee for oversight of research activities
within their organizational unit. The functions of any internal committee may supplement the
functions and responsibilities of the Department’s Institutional Review Board, but do not
substitute for any required activities of the Board.

3. Application for Approval and Guidance to Researchers
This information is contained in the “Guidance to Researchers Using Human Subjects Manual.”
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1. Introduction

The Department of Community Health maintains an Institutional Review Board which is
charged with assuring that the rights of human subjects of research conducted or sponsored by
the Department are protected as outlined in federal and state policies and regulations. The
Board is guided by the ethical principles set forth in the publication: "The Belmont Report:
Ethical Principles and Guidelines for the Protection of Human Subjects of Research.”

All research projects that involve human subjects must be submitted to the Board and
approved by the Board prior to their initiation. These and other requirements for continuing
contacts between the investigators and the Board are enumerated in this manual. The Board has
the authority to suspend or terminate approval for research projects when certain requirements
are not met. Approval of research projects is based on the determination that all aspects of the
project are in accordance with the procedures that are outlined in this manual and other
applicable regulations and considerations.

Insuring the rights of human subjects of research is a collaborative effort of all those persons
who are involved with the research project. The procedures that are outlined in this manual
constitute the minimum framework to assure that subjects'’ rights are protected. It is the Board's
responsibility to assess whether or not these minimum standards are met based on what is
submitted to them. It is in the conduct of the research project, however, that the standards are
implemented. The process of protecting subjects' rights, then, hinges on the performance of the
investigators as they carry out the project.

It is hoped that the intent of these procedures will be helpful as a guide to investigators as
they make the innumerable decisions necessary to conduct a research project. If there are
questions, the Board may be reached at:

Georgia Department of Community Health
Institutional Review Board
2 Peachtree Street, NW, Suite 15-248
Atlanta, Georgia 30303-3142
404-657-6390



2. Application Process

2.1. Who should apply for approval

Approval must be obtained for all research involving human subjects that is conducted by or sponsored by
the Department. These terms are defined within the policy statement. Approval must be obtained prior to any
involvement of the subjects. The approval by the Board is limited to no more than a 12-month period and must
be renewed at least annually to continue the involvement of subjects. Researchers must have no involvement
with subjects unless they have current approval from the Board.

2.2. Application Procedures

Applications for approval are filed with the Executive Secretary of the Board . Applications are submitted
using the attached two forms: "Application for Approval of Research Using Human Subjects,” and "Format
Guide for Consent Form.”

Note that item # 15 of the application relates to situations where the investigator requests a waiver or
alteration of the requirement for authorization for the release of confidential information. If applicable, all
elements of that item must be addressed in order for the waiver/alteration and the study to be approved.

Applicants are to follow the instructions listed on the forms. Note that the information that appears in bold
print should be replicated by the applicant on both the application form and the consent form. Note that the
information that is italicized is to be substituted by the applicant with information that applies to the research
project under consideration. The information that is submitted on the application form should represent the
procedures, forms, activities, etc. that is subject to the DCH IRB approval. The approval will be only for what
is contained in the application - not for the entire protocol (assuming there is a protocol and it is different).
Please submit a paper copy of page one of the application and one copy of the entire protocol (if applicable). If
at all possible, please submit an electronic copy of the application to TamikaMatthews@dch.state.gov . NO
application will be considered until all the information is received by the Board. A complete application
package includes: 1) a completed and signed "Application for Approval of Research Using Human Subjects;”
2) the proposed consent form; 3) any questionnaires or other written instructions to be given to subjects; and 4)
an investigator's brochure, if the study is conducted under the Investigational New Drug regulations.

The IRB approves an English language version of all submitted materials. If the investigator translates any
of the materials, it is his or her responsibility to assure an appropriate and accurate translation.

Note that the application should be submitted at least six weeks prior to the desired start time. Note also
that no activity may begin until approval from the Board is received.

3. Informed Consent

Except as provided elsewhere in this directive, no investigator may involve a human subject in a research
project unless the investigator has obtained the legally effective informed consent of the subject or the subject's
guardian. An investigator shall seek such consent only under circumstances that provide the prospective subject
or the guardian sufficient opportunity to consider whether or not to participate and that minimize the possibility
of coercion or undue influence. The information that is given to the subject and/or the guardian shall be in
language that is understandable to the subject or guardian. No informed consent shall contain any language that
waives or appears to waive any of the subject's legal rights or appears to release the investigator, the sponsor, or
the institution or its agents from liability for negligence.

The IRB approves an English language version of informed consent. If the investigator translates the
script, it is his or her responsibility to assure an appropriate and accurate translation.

When the application has been approved, the IRB Executive Secretary will stamp the approved consent
form and return the stamped copies to the Principal Investigator. These stamped copies are to be used in the
study.

The Board does not review or approve consents or authorizations for the release of confidential information
that is held by the Department. Investigators are encouraged to include this language on a form separate from
the consent form.



3.1. Elements of Informed Consent

The minimum elements of informed consent are found on the form that is attached to this procedure:
"Format Guide for Consent Form." When appropriate, one or more of the following elements of information
shall also be provided to each subject as part of the consent form:

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;

c. any additional costs to the subject that may result from participation in the research;

d. all appropriate alternatives to participation, including nonparticipation;

e. the consequences of a subject's decision to withdraw from the research and procedures for orderly
termination of participation by the subject;

f. a statement that significant new findings developed during the course of the research which may relate
to the subject’'s willingness to continue participation will be provided to the subject;

g. the approximate number of subjects involved in the study;

h. if the design includes treatment and control groups (and/or placebo control groups), statements that
describe how the subject will be assigned to groups; and,

i. for certain subjects, including patients in any institution of the Division of Mental Health,
Developmental Disabilities and Addictive Diseases, a statement from the subject's attending physician that the
subject understands the informed consent and is competent to give consent for participation in the study.

3.2. Situations When Written Consent Not Required

The Board may approve a consent procedure which does not include, or which alters, some or all of the
elements of informed consent set forth above, or waive the requirement to obtain informed consent provided the
Board finds and documents that the research or demonstration project is to be conducted by or subject to the
approval of state or local government officials and is designed to study, evaluate, or otherwise examine: public
benefit of service programs; procedures for obtaining benefits or services under those programs; possible
changes in or alternatives to those programs or procedures; or possible changes in methods or levels of payment
for benefits or services under those programs; and, the research could not practicably be carried out without the
waiver or alteration.

The Board may approve a consent procedure which does not include, or which alters, some or all of the
elements of informed consent, or waive the requirements to obtain informed consent provided the Board finds
and documents that:

1. The research involves no more than minimum risk to the subjects;

2. The waiver or alteration will not adversely affect the rights and welfare of the subjects;

3. The consent cannot practicably be obtained and the research could not practicably be carried out without
the waiver or alteration; and,

4. Whenever appropriate, the subjects will be provided with additional pertinent information after
participation.

The Board may waive the requirement for a signed consent form (but not the requirement for informed
consent) in situations where the only record linking the subject and the research would be the signed consent
document or in situations, such as phone interviews, where a signature is not feasible. An example would be
an anonymous mailed questionnaire. In this situation, a cover letter could contain the elements of informed
consent and a signature of the subject would not be required.

There are certain other "emergency" situations, detailed in 21 CFR , 50.23 &.24, where an intervention
may occur without prior informed consent.



4. Approval Process

All actions of the Board concerning an application are communicated in writing to the investigator and the
sponsor.

4.1. Types of Review and Criteria

The Board may follow one of three procedures for review of an application, depending on the
characteristics of the project. The types of review and the criteria for each type are listed below.

4.1.1. Approval Without Detailed Review

Applications for projects in which the only involvement of human subjects is in categories that are
described below may be approved by the Chairperson without further review. The categories are:

a. research conducted in established or commonly accepted education settings, involving normal
educational practices, such as research on regular and special education instructional strategies, or 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) the 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;

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 subparagraph 2.
above, if 1) the human subjects are elected or appointed public officials or candidates for public office or 2)
federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information
will be maintained throughout the research and thereafter;

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

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 programs or procedures, or 4) possible changes in methods or levels of payment for
benefits or services under those programs; (For projects in this category, the investigator must submit, along
with the other requirements for application, the agreement concerning confidentiality of records and the
statement from the appropriate official that the proposed project meets the requirements of O.C.G.A. 15-18-101
and other DCH Directives.)

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 at or below the level and for a
use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be
safe by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food
Safety and Inspection Service of the U.S. Department of Agriculture.

4.1.2. Expedited Review

For applications for projects meeting the below described eligibility requirements for expedited review, the
review may be performed by the chairperson or by one or more Board members, designated by the Chairperson,
who are experienced reviewers. In reviewing the research, the reviewers may exercise all the authorities of the
Board except the reviewers may not disapprove the research. The reviewers may approve the application, or
they may require modifications and grant approval once these modifications have been made. If they do not
approve the application, it will be forwarded to the Board for a full Board review.

The eligibility requirements for expedited review are as follows: the application represents minor changes
in a currently approved project, or the research is found to involve no more than minimum risk to the subject
and appears on the list below: (Minimal risk means that the probability and magnitude of harm or discomfort
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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. collection of hair and nail clippings, in a non-disfiguring manner; deciduous teeth, and permanent teeth
if patient care indicates a need for extraction;

b. collection of excreta and external secretions including sweat, uncannulated saliva, placenta removed at
delivery, and amniotic fluid at the time of rupture of the membrane prior to or during labor;

c. recording of data from subjects 18 years of age or older using non-invasive procedures routinely
employed in clinical practice (This includes the use of physical sensors that are applied either to the surface of
the body or at a distance and do not involve input of matter or significant amounts of energy into the subject or
an invasion of the subject's privacy. It also includes such procedures as weighing, testing sensory acuity,
electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity,
diagnostic echography, and electroretinography. It does not include exposure to electromagnetic radiation
outside the visible range [for example, x-rays, microwaves]);

d. collection of blood samples by venipuncture in amounts not exceeding 450 milliliters in an eight week
period and no more often than two times per week, from subjects 18 years of age or older and who are in good
health and not pregnant;

e. collection of both supra- and subgingival dental plaque and calculus, provided the procedure is not more
invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with
accepted prophylactic techniques;

f. voice recordings if made for research purposes such as investigations of speech defects;

g. moderate exercise by healthy volunteers;

h. the study of existing data, documents, records, pathological specimens, or diagnostic specimens;

i. research on individual or group behavior or characteristics of individuals, such as studies of perception,
cognition, game theory, or test development, where the investigator does not manipulate subjects' behavior and
the project will not involve stress to subjects;

J. research on drugs or devices for which an investigational new drug exemption or an investigational
device exemption is not required.

4.1.3. Full Board Review

Full Board review is required for all eligible projects that do not meet the criteria for either of the two

above categories of review.

4.2. Review Criteria

In order to approve a research project, the Review Board will determine if all of the following are met:

a. risks to subjects are reasonable in relation to any anticipated benefits to subjects and the importance of
the knowledge to be gained,;

b. risks to subjects are minimized by using procedures that are consistent with sound research design, and,
whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment
purposes;

c. selection of subjects is equitable;

d. appropriate measures are in place to obtain and document the prior informed consent of the subjects or
the subjects' guardians;

e. there are adequate provisions for protecting the confidentiality of data which identify individual
subjects; and

f. there are adequate provisions for monitoring the collected data to ensure the safety of subjects and to
protect their privacy by maintaining anonymity or confidentiality of the data.

For research projects that involve the participation of vulnerable subjects, there are specific requirements
contained in the federal regulations. Compliance with these regulations will be assessed by the Board when a
project involves any of these groups of subjects. The types of subjects and the associated federal regulation(s)
are listed below.

Fetuses, pregnant women, and human in vitro fertilization - 45 CFR 46.201-46.211
Prisoners - 45 CFR 46.301-46.306



Children - 45 CFR 46.401-46.409

4.3. Continuing Review

Approval to conduct a project may be granted for a period of no more than one year. If the project is not
completed by the end of the approved period, the investigator must apply for a continuation of the approval.
The length of the approval period and the extent of continued review will be determined by the Board at the
time of approval and will be communicated to the investigator. The Board will contact the investigator prior to
the end of the approved period to solicit the required information in order to review the project for continued
approval. The information requested on the "Application for Continuing Approval” is compiled at this time by
the investigator and submitted to the Board. The Board considers the request and notifies the investigator of the
decision.

If the investigator wishes to amend the protocol after it has been approved, she or he submits the following
information to the Executive Secretary:

_A letter which contains the request for the change, lists the changes requested, and indicates how the
changes (deletions and additions) are indicated,

_A copy of the originally approved application, with the changes highlighted as indicated in the
accompanying letter,

_A"clean” copy of the application that contains the proposed changes.

4.3.1. Frequency and Extent Considerations

The length of time of approval for each project will be based on a consideration of the vulnerability of the
subject population and the extent of risks to subjects. Special attention will be given to projects involving new
procedures or treatments and projects involving placebo control groups. The following is a frequency guideline
for approval periods:

a. New drug trials - 6 month approval period;

b. Projects involving pregnant women, children, or other vulnerable populations - 9 to 12 month review
period; and

c. Projects involving minimal risks to subjects - 12 month approval period.

The extent of the continued review will be determined by an assessment of the vulnerability of the subject
population, the extent of risks to the subjects, and a consideration of other factors of the research administration
and design. For example, for projects for which the investigator is not a DCH employee, the Board may require
the DCH sponsor to perform an on-site visit of the project to determine compliance with the procedures stated
in this manual. Another example is that for projects for whom the sponsor and the investigator are the same
person, an uninvolved person may be asked to perform an on-site monitoring of the project.

4.3.2. Suspense or Termination of Projects

The Review Board may suspend or terminate approval of research that is not being conducted in
accordance with requirements for the protection of human subjects and any research associated with unexpected
serious harm to subjects. Any suspension or termination of approval will include a statement of the reasons for
the Board's action and will be reported promptly to the investigator, to the Division or Office of the Department
of Human Resources, and, if appropriate, to the U. S. Department of Health and Human Services (DHHS), the
Food and Drug Administration (FDA), and other organizations. If it is determined after the fact that any of
these procedures were not followed in the course of the research project, then written notification of such
findings will be sent to the investigator and all appropriate organizations, including the institution with which
the investigator is affiliated.

The continuation of a research project after the expiration of the Board's approval is a violation of federal
regulations. If the Board's approval has expired, research activities must stop. No new subjects may be
enrolled in the project. If the investigator is actively pursuing renewal of approval with the Board and the
Board believes that there are no overriding safety or ethical concerns, then the Board may exercise flexibility in
allowing the project to continue for a brief time needed to complete the review process.

When the Board, in addition to stopping all research activities terminates study approval, any subjects
currently participating should be notified that the study has been terminated. Procedures for withdrawal of
enrolled subjects should consider the rights and welfare of the subjects. If follow-up of subjects for safety
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reasons is permitted/required by the Board, the subjects should be so informed and any adverse events or
outcomes should be reported to the Board.

5. Responsibilities of Investigators

It is the responsibility of the investigator to design the project in such a way that minimizes risks to
subjects and to continuously monitor the activities of the project to assure that the risks remain at a minimum.
It is the responsibility of the investigator to report in writing the following information to the Board:

a. Any reports requested by the Board, including continuing review information;

b. Any changes in the project's protocol, including a change of DCH Sponsor or a change of Principal
Investigator; and,

c. Adverse events associated with the project.

Any proposed changes in previously approved projects must be approved by the Board and cannot become
effective prior to being approved. Consideration of changes will be accomplished in the manner described for
initial approval of applications. Changes in Sponsors or Investigators do not require the approval of the Board
but the new Sponsor and/or Investigator must sign page one of the application and send it to the IRB Executive
Secretary.

In addition to reporting to the Board, the investigator must report adverse events as required to the Food
and Drug Administration and must indicate to the Board such notification. The Board will acknowledge these
reports in writing and will indicate one of the following: 1) the Board will review the report at the next meeting
and the project may continue until a formal Board action is taken; or 2) the project must be discontinued
immediately. The chairperson of the Board has the authority to make the decision concerning which course of
action will be followed.

6. Appeals

A decision to disapprove a research project may be appealed by submitting a written request for
reconsideration by the Review Board, including any additional data pertinent to the decision. Upon receipt, the
request and any related documents will be conveyed to the Board for reconsideration. The reconsideration will
be accomplished in the manner described for initial review. A negative decision by the Board cannot be
reversed except by a vote of Board members.



DCH Institutional Review Board Page 1 of 4.

2 Peachtree Street, NW, Suite 15-248 APPLICATION FOR APPROVAL OF RESEARCH
Atlanta, GA 30303-3142 USING HUMAN SUBJECTS
(404) 657-6390 Revised 1/7/10

Title of Research Project:

Principal Investigator * Department Sponsor
Name: Name:
Position: Position:
Affiliation Affiliation:
Address: Address:
e-mail address: e-mail address:
Telephone Number: Telephone Number:
**Signature: *Signature:

*Required if the principal investigator is not an Departmental employee.

**Your signature indicates that you have read the DCH's "Guidance to Researchers Using Human Subjects
Manual” and that you understand and agree to follow the procedures specified in the Manual. Your signature
further attests that you assume responsibility for assuring that all aspects of and personnel involved with this
project follow the specified procedures.

Date you would like approval for project to begin:
(Should be at least 6 weeks from date of submission to IRB)

Date you anticipate last contact with subjects:

Date you anticipate completion of project:

PLEASE COMPLETE THE APPLICATION AND E-MAIL TO: TamikaMatthews@DCH.ga.gov
AND
MAIL ONE COPY OF THIS PAGE WITH SIGNATURES AND ONE COPY OF THE PROTOCOL (IF
APPLICABLE) TO THE DCH INSTITUTIONAL REVIEW BOARD
(Or mail 11 copies of the application and one copy of the protocol)
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DCH Institutional Review Board Page 2 of 4.
2 Peachtree Street, NW, Suite 15-248 APPLICATION FOR APPROVAL OF RESEARCH

Atlanta, GA 30303-3142 USING HUMAN SUBJECTS
(404) 657-6390

Respond to all 15 statements listed below. Applications should not be over five pages (excluding page 4). Do not respond to
any statement with "'see attachments.”

1. Research Abstract
State rationale and research question or hypothesis. Clearly explain why you are conducting this research.
Describe the anticipated benefits and the importance of the knowledge to be gained. Give a brief literature review that
demonstrates the relevance of the study.
2. Design
Identify your research design and specific factors or variables, conditions, or groups in your study and any control
conditions. Indicate the number of subjects assigned to each group, how they will be assigned to groups, and describe
plans for data analysis.
3. Research Subjects
a. Number and description of subjects
Describe subject characteristics (age, gender, diagnosis, etc.).
b. Method of selection/recruitment of subjects Attach copies of any fliers, advertisements, etc. that will be used.
c. Compensation
Describe any incentives or compensation offered for participation.
4. Procedures Summary
Describe all of the procedures of the study. State in chronological order what the subjects are expected to do, or describe
what procedures the subjects will be involved with. If deception is necessary, justify and describe. Submit debriefing
procedures that include an explanation to subjects about how and why they were deceived, as well as providing an
educational summary. If access to other information is desired, state what and how this will be accomplished.
5. Materials
List, in sequence, all questionnaires and/or tasks to be given to subjects. Attach a labeled copy of all written instruments
to each copy of this application. If the study is conducted under the Investigational New Drug regulations, attach copies
of the investigator's brochure
6. Confidentiality Assurances
If the results of participation are not public or anonymous, then describe how confidentiality of information will be
maintained. Describe how long information, data, or other items will be kept. Describe destruction techniques. If data,
information, or other items are to be kept indefinitely, so state, and give purpose of retention and method to assure
continued confidentiality.
7. Risks Summary
a. Current Risks Describe any psychological, social, legal, economic, or physical discomfort, stress, or harm that
might occur to subjects as a result of their participation in this research. Describe how these risks will be held to the
absolute minimum.
b. Future Risks Describe any future risks that subjects may experience as a result of their participation in this
research. Describe how these risks will be kept at an absolute minimum.
8. Benefits
a. To Subjects
Describe any potential beneficial effects that participation in this research might have for subjects.
b. To Humankind
Identify any potential benefits that humankind in general will gain from this research.
9. Vulnerable Subjects
If vulnerable subjects (including minors) are involved, outline procedures that will be used to obtain their agreement to
participate (in addition to informed consent from parents or guardians). Describe any other procedures that will be used to
safeguard the rights of vulnerable subjects.
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10. Informed Consent

Describe the procedure that will be used to obtain legally effective informed consent from subjects. Attach copies of the
form to be used. If written informed consent will not be obtained, describe why you are requesting a waiver of this
requirement.

11. Funding Information

State the source of funding associated with the research.

12. Institutional Information

For projects whose principal investigator is not a DCH employee, describe any program of institutional oversight of
human subjects protections that apply to this research. Give the number of the OHRP or other federally-approved
Assurance for the protection of human subjects that is held by the institution.

13. Investigator Information

Describe any training that the investigator has received concerning human subjects protections.

14. Approvals from other IRBs

Please list all other IRBs from which you seek approval. Please attach (or send when obtained) the written notification of
the outcome of the request.

15. Waiver/Alteration Request

If the study involves access to confidential information that is held by the Department and you wish a waiver/alteration of
the requirement for obtaining authorization from individuals for the release of information about them, please respond to
all the items on page 4 of this application. This page will be signed by the IRB Executive Secretary and returned to you
after the Board has approved the application and the waiver/alteration request.
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WAIVER/ALTERATION REQUEST

1. Describe why you are requesting a waiver of or an alteration to the requirement for obtaining authorization from
individuals for the release of confidential information about them.

2. Describe the information that you wish to obtain from the Department.

3. Describe your plan to protect the information from improper use and disclosure.

4. When will the identifiers (any information specific to an individual or any links to that information) be destroyed?
5. Describe any circumstances under which you would disclose the information that you obtain.

6. List other institutions to which you are applying for this waiver. Please attach (or send when received) the written
notification of the outcome of the request.

FOR IRB USE ONLY

DCH IRB #
Title of Study:

The DCH IRB reviewed this study either _ at the convened meeting OR __ under expedited review and approved
iton :

The Board approved the above-described waiver or alternation and determined that:
-The use or disclosure of the confidential information involves no more than a minimal risk to the privacy of individuals;
-An adequate plan exists to protect the identifiers from improper use and disclosure;
-An adequate plan exists to destroy the identifiers at the earliest opportunity consistent with conduct of the research,
unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law;
-Adequate written assurance exists that protect the confidential information from being reused or disclosed except (1) as
required by law, (2) for authorized oversight of the research study, or (3) for other research that is approved by the DCH
IRB;
-The research could not practicably be conducted without the waiver or alteration; and,
-The research could not practicably be conducted without access to and use of the confidential information.

Executive Secretary Date



Georgia Department of Community Health Institutional Review Board
FORMAT GUIDE FOR CONSENT FORM

(This guide contains the minimum elements that are necessary for approval of research using human subjects . Additional
information may be required in some circumstances. Refer to the "Guidance to Researchers Using Human Subjects Manual™ for more
information. The language in the form should be understandable to the subjects and be stated in the first person.)

| agree to participate in the research titled (title of research) which is being conducted by (investigatorss name, title,
affiliation, phone number). | understand that my participation is entirely voluntary. | understand that I can
withdraw my consent at any time (without penalty OR describe penalty) and can have the results of my
participation, to the extent that it can be identified as mine, returned to me, removed from the record, or
destroyed.

The following points have been explained to me:
1. The reason for the research is (give a short justification).
2. The benefits that | may expect for the research are (list specific benefits to the subject).

3. The procedures are (Describe all of the procedures of the study, including what will happen to the subject,
including the time, place, and duration. Describe any questionnaires that are used. In studies involving experimental
treatments, identify the parts that are new or experimental, and indicate how they differ from other procedures that could
be followed. If deception is necessary, state: *'In order to make this study a valid one, some information about my
participation will be withheld until after the study.")

4. The discomforts or stresses that | may face during this research are (List discomforts or stresses or, if none
are foreseen, then include this statement: **No discomforts or stresses are foreseen."")

5. Participation involves the following risks (List all potential physical, psychological, social, or legal risks. Also
list the steps to be taken if harm should come to the subject, including any availability of medical treatment. List a contact
—name & phone number - in case of injury. If no risks are foreseen, then include this statement: **No risks are
foreseen.™)

6. The results of my participation will not be confidential, but (describe any controls on access to data). (OR)

The results of my participation will be anonymous. (OR)
The results of my participation will be confidential, and will not be released in any individually identifiable form
without my prior written consent, unless otherwise required by law. (Describe any special procedures regarding
anonymity or confidentially. For example, describe how data will be stored, how identifiers will be removed, give erase
dates for tapes, give date data will be destroyed, etc. If data, tapes, or other items are to be kept indefinitely, so state,
with purpose for retention, and method to assure confidentiality. If data, information, or other items are to be kept
indefinitely, so state, and give purpose of retention and method to assure continued confidentiality.) )

7. The investigator will answer any questions | have about the research, now or during the course of the
study.

8. I may contact (Investigator’s IRB - name of contact person, phone number and address), who is not directly
involved with this research, if | have any questions about my rights as a subject in this study.

(Under some circumstances the following assurance is necessary: | have examined (hame of subject) and found
him/her to be competent to give informed consent for participation in this study.

Printed Name of Physician
Signature Date )

Signature of Investigator Date Signature of Subject Date

PLEASE SIGN BOTH COPIES OF THIS FORM. KEEP ONE COPY AND RETURN THE OTHER
TO THE INVESTIGATOR.

Revised 9/1/02



APPLICATION FOR CONTINUING APPROVAL
Georgia Department of Human Resources

Institutional Review Board
Rev. 1/10

DCH IRB Project Number:

(If you do not have an electronic copy of this form, you may attach a separate page and respond to these items
by number.

Please respond to the following requests about the previous twelve months of the study.
1. What is the stage of the project?

a. Initial preparation

b. Data Collection

c. No further involvement with subjects

d. Data analysis complete, project closed

2. Since DCH IRB approved the project, have all changes been submitted to the Board for review and approval
prior to their being implemented?
(If not, project activities must stop until approval is received.)

3. Have all approved procedures been followed?
(If not, attach an explanation.)

4. Has the project resulted in any risks to subjects that were not identified in the approved protocol?
(If yes, attach an explanation.)

5. How many subjects have been enrolled in the study? If the study does not involve contact with subjects,
skip to # 10.

6. How many subjects have dropped out or have been withdrawn from the study? Please explain
circumstances.

7. How many complaints have been lodged against the study, what were the nature of the complaints, and how
were they resolved?

8. Have the subjects experienced any unexpected adverse events or unanticipated problems? Please explain.

9. If appropriate, please attach a summary of any recent literature, findings, or other relevant information,
especially information about risks associated with the study and describe how this is communicated to subjects.

10. If there has been no direct contact with subjects, please check the appropriate statement below:

All contact with subjects is complete, OR
Study involves no direct contact with subjects.

This completed form and its attachments are an accurate report of the progress and status of the study.

Signature of Investigator Date Signature of Sponsor Date
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