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Morehouse School of Medicine
Human Research Subjects Protection Program

Declaration of Institutional Review Board Authority

The Institutional Review Bad (IRB), a component of the Human Research Subjects Protection
Program of Morehouse School of Medicigenstituted as required by fdl regulations (45

CFR 46.101; 45 CFR 46.107; 21 CFR 56.121 CFR 56.107andwell-respectecthical
standard¢The Belmont Reportjo review and approvall research projects involving human
subjects under the direction of the institution, shall have the authority to discharge its duties and
responsibilities free from influence or coercion as declared by this document

The IRB shall have the authority to approve, require modifications in, or disapprove all research
activities under its jurisdictiod5 CFR 46.109(aR1 CFR 56.109(a)).The institution shall not
interfere with the deliberations or findings of the IRBhe institution reserves the authority to






medical treatment or emergency medical care to the extent the individual is permitted to do so under



THE IRB APPLICATION/PROPOSAL SUBMISSION AND REVIEW PROCESS

A INVESTIGATIONAL ACTIVITIES REQUIRING IRB REVIEW AND
APPROVAL

Any systematic investigatiomgsearch, 45 CFR 46.10@) or clinical
investigation, 21 CFR 50.3(c); 21 CFR 56.102(@)volving human sbjects(45
CFR 46.102(f); 21 CFR 50.3(f1 CFR 56.102(e))ncluding research
development, testing and evaluatiamich is designedn whole or in partio



A complete IRBInitial Protocol ReviewApplication
Send the applicatioto the IRBoffice via email and forward a copwith
al pertinent signaturew® the IRB office via mail or internal distribution.

Informed Consent/Parental Permission/Assent Form(s)

Thesedocuments museflect IRB format, style and reauiity standards

as describe by the templates and discussed further in these guidelines.
Each document should have a header or footer indicating the version (such
as the date of application for review) of the document. Forward these
documents via-enail along with the applicatiofor review.

Detailed Research Protocol

The research protocfrant application or other descriptive document)
should include the following information in sufficient detail to
convincingly show scientific merit and justification for undertakime
study.

Background
Objectives of the research project



proposal should contattte IRB administratorThe 30 day period allowsé¢ IRB
to preview the application and provide feedback to investigators so that they may
make changes prior to initial review.

Application P



1.

General Review Criteria: The following criteria are taken into
consideration for each protocol review:

a. Review of the Prospective Subject Population

The prospective subject population museheitable (45 CFR









presents the prospectdifrect benefit to individual subjects; 46.406

where the research lacks direct benefits to researchctsiltyut is likely to
yield generalizable knowledge about the subjectsO disorder or condition;
and 46.407 research that is not otherwise approvable but which presents
an opportunity to understand, prevent or alleviate a serious problem
affecting the hedh and welfare of children, but only following approval

by the Secretary of DHHS.

Further discussion of researmlated risk may be found other sections
of theseguidelines.

Review of Potential Benefits

A benefit is a valued or desired outcemBenefits associated with
participation in research can be classified generally as those that tccrue
the subject directly (e.gmprovement of the subject's health status;
acquisiton by the subject of knowledgensidered of value) and those
that acrue to sciety (e.g., additions to tHeowledge base). The IRB

will review the anticipate benefits to both the subjeantd to others. In
addition, the IRB will consider whie¢r the benefits are maximizeslthe
greatest extent possible through prgmetocol design. Therefore, an
underlying moral notion of "beneficence"” should guide the investigator
the design and conduct of the research

Financial or other forms of compensatmmincentivesare not considered
benefits derived from researchrficipation. Although the subject may
consider financial compensation a desirable outcome, this fact will not be
used in risk/benefit analysis.

Risk/Benefit Analysis

There are natrictly applied
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Review of Confidentiality

The IRB will review the methods to be used to preserve corniadiéyn of
information If researcldata with subject identifiers will be made
available tgoersons other thanvestigatorsmembers of the research
team,sponsaos or federal agencigthe IRB wil review the justification
for sharing this data and determine acceptabilityrotective measures
(45 CFR 46.111(a)(7R21 CFR 56.111(a)(T)

Under 45 CFR 164.508(13)(i), the Morehouse School of medicine IRB
does not require HIPAA authorizations for use or disclosure of protected
healthinformation to be combined with other regulatory requirements
regarding informed consent to participate in research.

It is the polcy of the IRB to request investigators to use staode
HIPAA authorizations permitting the use and disclosure of individually
identifiable health information. The IRB need not approve séhnice
HIPAA authorizations.
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force, fraud, deceit, duress, owelaching or other ulterior form of

constraint or coercion; and should have sigfit knowledge and
comprehension of the elements of the subject matter involved as to enable
him to make an understanding and enlightened decision."

The legal documentation of informed consent is the consent form signed
by both the subject and the invigstor. The ethical and, indeed, legal
validity of, consent is, however, dependent upon the process of informed
consent which requires the invegtior to engage in dialogue or
negotiation with the prospective subject. The consent form, therefore,
shout be used by the investigator as an instrument to guide the
negotiations with the prospective subject. The informed consent form
must embody the elements of informed consent contained DHRES
and/orother applicable federadtate or dcallaws orregulations As
presented in Section Il of these guidelines and polidiesiRB will

review both the consent form and the process of informed consent to
ensurehe preservation of autonomy of research subpisell as to

ensure adequate documentatiomébrmed consent (45 CFR
46.111(a)(4),(5),(7),(b); 21 CFR 56.111(a)(4),(5),(7),(b))

Review of Investigator Qualificatiorend Research Environment

The IRB will review investigator qualificatiorie assuréhe investigator

has the appropriate quiddiationsand trainingo carry out the procedures
described in the research. Investigators and each member of the research
team must account for current training in human subjects research as
required by the institution. In addition, the IRBay incluc in itsreview

the adequacy dhcilities, fundsequipment
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(b)
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In verifying informationto determine whether unapproved changes have
occurred, from sources other than the investigator, the IRB shall make inquiries
directed to prties knowledgeable about the specific research protocol. These
parties may include but not necessarily be limited to:

a resident research subject advocate

the research sponsor or external review/advisory panel
members of the research team

research subjects

To ensure prompt reporting to the IRB of proposed changes in a research activity;
and, to ensure that such changes in approved research, during the period for which
IRB approval has already been givergy not be initiated without IRBeview

and approval, except when necessary to eliminate apparent immediate harm to
subjects (45 CFR 46.103(b)(4)(iii); 21 CFR 56.108(a)(3),(4)), the IRB approval
memorandum informs investigators as follows:

OAny advertisements, questionnaires or othétenrimaterials pertaining to

human subjects must be reviewed and approved by the IRB before use in the
project. Any changes made in either the protocol or the consent form must be
brought to the attention of and approved by the IRB prior to implementstion
such changes. If applicable, please bring this approval notice to the attention of
the research administrator of any granting agency(ies) to which yountaaies
application for funding. Promptly notify the IRB of any changes in the

protocol or consent process as well as any adverse events, or unanticipated
problems to subjects or others as defined and required by current federal
regulations and institutional policies. This approval is issued with the
understanding that you have read and agree t@lgonith all laws and

regulations governing the conduct of this research involving human volunteers as
well as the institutional
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exceptions to informed consent (21 CFR 50.24 Exception from informed
consehrequirementgor emergency research), the IREI promptly

notify the investigator and the sponsor of the research in the event the IRB
determines that it cannot approve the research because o failmeet

the criteria under se
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IRB research protocol files are available for inspection and review by
members of the IRB.

Full Boad Review

Proposals that do not qualify for expedited review will be submitted to the
full IRB. Following intake and previevasdescribedabove research

protocols requiring full board review are assigned to a primary reviewer.
The primary reiewer receives the entire file (including the InvestigatorOs
Brochure, when applicable Reviewerglocument their findings and
recommendations on the full board review documentation fé#nRB
members receive a copy of the application foreevand consent/assent
documents. The primary reviewer presents findings at the convened
meeting and makes a recommendation. The findings are discussed and all
comments regarding changes to be made by the investigator and questions
to be answeredre recoded by the IRB administrator or other person
assigned by the chair to record the minutes of the meeting primary
reviewer, as well as any member of the IRB who wishes, submits a report
of IRB protocol review form. Contents of the report f¢share

forwarded to the investigator for required actidn.the event the primary
reviewer is unable to attend the meeting, review findings and
recommendations are forwarded to the IRB office and are presented to the
IRB by the chair or a member designatedhsy ¢hair. Withirfive to ten

work days following the IRB meeting, the investigator will be notified of

the IRB's decision concerning the proposal. Reviewed proposals will be
assigned to one of four categories:

(1)  Approved:
Notice of approval isent to the investigator along with a
approvedinformed consent document (if applicable)ttisato be
used for enrollingubjects. The investigator may begin the study.

(2)  Approved contingent upon specific minor modifications or
clarifications:
On occasion, the protocol, consent form or other pertinent
document my contain minor errors aimiss
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(4)

by way of the report of IRB protocol review forritheIRB
administrator,charman,vice chairman and/or aassigned member
of thelRB may discuss th&ndings with the investigatdo resolve
issues raised in the review. Following resolutdmssues and
concerns raised, the proposal willlmeught beforehe full IRB to
complete the review at a subsequently convened meeting.

Disapproved:

If a proposal is disapproved, the investigator has the taght
respond to the IRB in person or in writing (45 CFR 46.109d)
CFR 56.109(e)) When necessary, the IRB will seek consultation
from qudified experts other IRBsthe Office ofHuman Research
Protections (OHRP) or the Food ancu® Administration (FDA).
Every attempt will be made to resolve the identified problem(s).

18
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a continuing revieweport the IRB will review and approve, if appropriate,
continuation of the project for a speeifi period.Irregularities in reports (e.g.,
changes or differences noted from protocol or deviations from approved consent)
may delay review and +@pproval. The IRB will contact investigators to clarify
irregularities. If questions and issues remaibhd@ddressed following

explanation by the investigator, the IRB will delay the review and verify the
information through sponsors or other parties who should be knowledgeable about
the research in questiolVhen a project is terminated or is otherwismpteted,

the investigator must immeately notify the IRB in writing and submit a closing
report. The IRB will inform investigators of any further requirements regarding
the project.

Reporting Proposed Changes in a Research Protocol or Changes in the
Informed Consent Document or Informed Consent Process
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previously approved research require full board review or may be processed by
expeditedeview considering and justifyiripe expedited review categdigs)

using the reference OCategories of Research That May be Reviewed by the
Institutional Review Board (IRB) through an Expedited RevB®rocedureO (45
CFR 46.110; 21 CFR 56.110) as pubdighn 63 FR 603640367, November 9,
1998, currently in fect and as may be amended.

Minor changes to previously approved reseaith CFR 46.110; 21 CFR 56.110)

will be reasonably determined in the context of the research and may include but
not necesarily be limited to: clarifications of risks so long as any newsrigsi

not elevate risk factors beyogdeater than minimal, changes in personnel,

modest changes in subject compensation for participation, changes in sequence of
scheduling, addition or iehination of procedures thdb not elevate risk factors
beyondgreater than minimal, changes that improve the risk/benefit ratio, and any
changes that improve the understanding of informed consent.

If a change in protocol is relatively minor (ecpang in the sequence of follew
up visits change in personnelt is not necessary to have the subject sign a
revised consent form or an addendum to the consent form. If, however, the
change is not minor (e.g., addition of an intervention not addresdael amiginal
consent fornor
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ThelRB recognizes the difficulty in defining adverse events and unanticipated
problems that would require reporting as contemplated in current regulations.
Therefore, the IRB will consider any current guidance or agency directive
addressingeporting of aderse events and unanticipated problems.

Not all adverse events are unantatgd problemand not all unanticipated
problemsin researclare necessarily adverse events that elevate risks to subjects
or others.The term Oadverse eventO is not found nemtiederal regulations
controlling the conduct of human subjects research; however, it is the most
commonly used expression intended to convey harm or injury in the context of
human subjects research. The three most familiar federal regulations (45 CFR
Part 46, and 21 CFR Parts 50 and g®jerning the conduct of human subjects
research use the expression Ounanticipated problems involving risks to subjects or
othersO (emphasis added). The regulations do not define Ounanticipated
problemsO dbothersO what associated risks severity of harnmay give rise

to unanticipated problems that would require OpromptO reporting to the IRB,
appropriate institutional officials, and the department or agency head of HHS or
the FDA.

There are, however, expresssdn the regulations that may be reasonably
interpreted as adverse events and/or unanticipated problems giving rise to risks to
subjects or others. The terms described below are assumed to establish an
interpretation of the term Ounanticipated problem@rieg reporting as directed

by the regulations. The common rule, 45 CFR 46, considers risks to include
disclosure of private information that could reasonably place research subjects at
risk of
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The IRB will forward onsite adverse event reports and its recommendations on
sud to the Office of Sponsored Research Adminigiravithin 5 working days
following receipt of the report from the investigato
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56.108(b)(1)(2)(3)45 CFR 46113;21 CFR 56.118 The IRB must also consider

laws and regulations of the State of Georgia as may be applicable in the context of
human research subjeGtsotection. State laws that regulate professions as well

as laws regulating administration and uses of drugs and controlled substances,
e.g, as found under Title 4BProfessions and Businesses, TitleEkBrimes and
Offenses (includes the Georgia Contrdleubstances Act and the Dangerous

Drug Act), Title 24bEvidence (includes cdidentiality of research data), and

Title 31DHealth (includes medical consent to treatment and surgery), are of
particular relevance to human subjects research.

The IRB shdlhave authority to suspend or terminate approval of research that is
not being conducted in accordance with applicable federal, state or local
regulations or laws, or the IRBOs requirements as set forth in its policies (45 CFR
46.113, 21 CFR 56.113). TheB shall have authority to suspend or terminate
approval of research that has been associated with unexpected serious harm to
human research subjects or others (45 C FR 46.113, 21 CFR 56.113). The IRB
shall haveauthority to observe, or have a thirdtgawsbserve, the consent process
and the researqd5 CFR 46.109(e), 21 CFR 56.109(f))

Any incident of norcompliance withfederal policy oilRB guidelines should be
reportedn a timely mannefrefer to 2.a., below{p the IRB. Norcompliance
with IRB requirements is a violation of MSM®sederalWide Assurance and the
federal regulations for the protection of human subjects.-ddompliance may
result in suspension or termination of IRB approval. All incidents of non
compliance reported or othergisoming to the attention of the IRBIl be
brought also to the attention appropriatadepartmeritinit heads, the Office of
SponsoredResearch Administration.

Interpretation of Federal Policy on Noncompliance and IRB Actions

Noncompliances r

25






2.

How Reports or Notices of No
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Within 2 working days of issuing an order for suspension or withdrawal of
IRB apprwal, the IRB will forward a preliminary written report to the
investigator describing the reasons for issuing a suspension or withdrawal
of approval. A copy of the report will be forwardedhe Office of
Sponsored Research Administratiorhe investigqtor must respond to the
IRBOs determination within 5 working days of the date of suspension or
withdrawal of IRB approval.The investigator must describe a course of
action to correct noncompliance.

Following analysis of the investigatorOs respanseproposed course of
action, within 2 additional working days, the IRB will determine whether
the matter has been resolved and reinstate approval or whether the
suspension or withdrawal of approval should remain in effect. In cases
where the IRB determes that matters pertaining to 45 CFR 46.103; 21
CFR 56.108 have not resolved and the IRB continues the order for
suspension or withdrawal of approval, the IRB will inform appropriate
institutional officials to report the action taken to the agenciesifiehin
I.E.3.b.,below, as may be applicable to the case in question.

The IRB considers the person responsible for the Office of Sponsored
Research Administration to be the appropriate institutional official to be
notified and responsible for reging to federal agencies as required by
regulations. Reports sent by the Office of Sponsored Administration
should include the following information:

For serious or continuing noncompliance:

I the MSM location, unit, department, etc., in which ibgearch
is conductea@nd the name of the person in charge of that
location

I the title of the research project and/or grant proposal in which
thenoncomplianceccurred, including any identifying research
project numbers assigned the IRB or sponsor/granting agency

I the name of the principal investigator(s)

I a detaikd description of the noncompliance

I actions the institution is taking or plans to take to address the
noncompliancde.g., stop the studyequire futher education on
humans subjects research and applicable regulations/guidelines,
suspend research activitissispend the investigat@yspend
subject enroliment until noncompliance is addressed, conduct
random audits of the studytce

For suspension or termination of studies:

I the MSM location, unit, department, etc., in which the research
is conducted and the name of the person in charge of that
location

I the title of the research project and/or grant proposal suspended
or terminated viauspension or withdraal of IRB approval or
through administrative authority, including any identifying

28



research project numbers assigned by the IRB or
sponsor/granting agency

I the name of the principal investigator(s)

I a detailed description of the reas

29






subjects is anticipated. Reviews involving these categories of vulnerable subjects
include research of any natumless the research is determined by the IRB to be
exempt under the provisions of 45 CFR 46.101(b).

Food and Drug Administration Categorization of Drug Risks to Fetus

Controlled studies in women fail to demonstrate a risk to the fetus firghe
Category A | trimester (and there is no evidence of a risk in later trimesters), and the possik
fetal harm appears remote.

Either animalreproduction studies have not demonstrated a fetal risk but there
no controlled studies in pregnantmen, or animateproduction studies have
Category B | shown an adverse effect (other than a decrease in fertility) that was not confir
controlled studies in women in the first trimester (and there is no evidence of &
in later trimesters).

Eitherstudies in animals have revealed adverse effects on the fetus (teratogel
embryocidal or other) and there are no controlled studies in women, or studies
women and animals are not availalideugs should be given only if the potential
benefit justifies the potential risk to the fetus.

Category C

There is positive evidence of human fetal risk, but the benefits from use in
pregnant women may be acceptable despite the risk (e.g., if the drug is needg
life-threatening situation or for a seriousedise for which safer drugs cannot be
used or are ineffective).

Category D

Category X
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IRB will review research involvinghis category of vulnerable subjects in
compliance withadditional safeguard requirements to includenposition of the
IRB as described wer 45 CFR 46.304 anckview and documentation of
additional IRB duties as described under 45 CFR 46.305 considering permissible
categories of research described under 45 CFR 46180& review and
documentation praess for research involving epidemiological studies on
prisoners, the IRB will consider waiver of 45 CFR 46.305(a)(1)and(2) as
described in the FR Vol. 68, No. 119, 6/20/03, 36038931, effective June 20,
2003. For purposes of reviewing research inwotyprisoners, the IRB considers
a person who is incarcerated or under detention of ppbeer authority to be a
prisoner. A person who is on paroleoorprobation is not considered to be a
prisonersubject to the requirements of this subpémtdetemining the risks to
subjects in this category, the IRB will apphe definition of minimal risk as
described in 45 CFR 46.303(d).

In the event subject becomes a prisonesame time subsequent to enroliment
in research, the investigator mssihd aeport to the IRB, within a reasonable
time of such notice having come to the atemwf the investigator. The report
must include a pladescribing how the researelill be brought under Subpart C
compliance as to prisoner reseascibjects. The plawill detail why it isin the
best interest of prisonsubjecs to continue in the research and to what extent the
informed consent process must be changdte planmust detail how prison
authorities will allow access to the prisoners in a manner thaépres the best
interest of the prisoners as well as the context of the resdétble. investigator
determines that it i; the best interest of prisongubjects not to contue in the
research or prisoneesearch subjects decide autonomously tbdvaw from the
study, the investigator must describe a procedure addressing therdefky,
withdrawal of prisonesubjects from the research activity and any follgqw
intended to take place after a subjectOs participation terminates.

Children Involved as Subjects in Research

This category of human subjects research requires additional protections as
described under 45 CR 46 Subparaml 20 CFR 50 Subpart D, as well as

OOHRP Guidance on Protections for Children as Research Subjects€d 8Augu
2005 or as may be amended subsequen®QHRP SecretaryOs Advisory
Committee on Human Research ProtectibAppendix B (pertaining to research
involving children under 45 CFR 46.404; 405, and 406), November 25, 2005

The IRB will review researcimvolving this category of subjects in compliance

with additional safeguards and protections taking into consideration the exception
of exemption at 45 CFR 46.101(b)(2) as described under ©46.401(b). The IRB
will review and document its findings in sd#istion ofthe conditions of all

applicable sections expressed in 45 CFR 46.403 and 21 CFR 50.50 and approve
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guardian permissioand assent processare discussed further under Section Il of
these guidelines and policies.

For the purpose of IRB review of research in this category of subjects, the terms
minor and child will be considered to be synonymous and the legal status of
minor or child will be identified according to current federal and state law.
Generally, inthe State of Georgia, a person under 18 years of agasiderec

minor for transactions involving health care. The State of Georgia does not have
an emancipated minors act.

Other Categories of Potentially Vulnerable Persons

The IRB considerthe following factors in determining whether additional
protections may be required:

Employees

Students at any level of education
Economic status

Education level

Physicalor medical
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SECTION Il
Informed Consent
45 CFR 46 Protection of Human Subjects
21 CFR 50 Protection of Human Subjects

REQUIRED ELEMENTS AND PROCESS OF INFORMED CONSENT
and
ASSENT OF MINORS

34



A INFORMED CONSENT REQUIREMENTS/ELEMENTS

The purpose of this sectianto assist the investigator by providing guidance on how to
construct anabtain valid informed conserdassent where appropriate in the case of
minors,from prospective research subjects. The IRB informed obmeguirements are
based on current DHHS and FDA regulatiofs CFR 46.116, 46.117 and as applied in
subsequent sections; 21 CFR 50 SubparPBnciple | of the Nuremberg Code and
applicable principles as enumerated in the World Medical Associatidaf@gon of
Helsinki. To this end, any member of the IRB may be contacted for advice on writing
informed consent documents.

1. General Requirements of Informed Consent

Under the provisions of 45 CFR 46.116 and 21 CFR 50.20, unless provided
elsewheren theserespectivdederal regulations angblicies, an investigator may
not involve a human subject in research without first having obtained the legally
effective informed consent of the subject or the subjectOs legally authorized
representativeAs toexceptions regarding informed consent in either the DHHS
or the FDA regulations angblicies Morehouse School of Medicine does not
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(4)

considered researglated benefits. As contemplated by this
element, OothersO may be interpreted as persons similarly situated
that may benefit from the research at some time in the future.

a disclosure of alternative appropriateqadures or courses of

treatment, if any, that might be advantageous to the subject.
Included in this element would be a statement that the subject may
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(2)

administration of drugs, the frequencies of occurrence may be
expressed as a percentage or other meaningful description as may
be published in medical or prescribing literatubBescription of

risks should not be understated. The most commeplgrted

risks should be described as well as risks that rarely occur but may
pose serious threats to the subject should they occur. A description

of risk factors should include those risks which may be expressed
as:

I Physical harms to the subjemtothers

I Disclosure of information that could reasonably place the
subjects at risk of criminal or civil liability or be damaging to
the subjectsO financial standing, employability, or reputation.

I Disclosure of information that may damage set§0
relationships to others such as family members or spouses.

I Disclosure of information that may have a wifgead negative
social impact on a particular group or race/ethnicity.
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(1) 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: (1) public
benefit or service programs; (ii) procedures faiaobng benefits
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2.

Documentation of Informed Consent

a.

General Requirements

As required by 45 CFR 46.117(a) and 21 CFR 50.27(d¢ss the IRB
findsanddocuments exg#ions noted belw, consent must be

documented by the use of a written faapproved by the IRB and signed
and datedby the subject or the subjectOs legally authorized representative.
Although not required by regulation, the IRB requiresdigaature and

date of the person responsible for obtaining
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A copy of the short form and a copy of the summary shall be givitre to
subject or the subjectOs representative.

The followingis an example of a short form written consent. This sample was derived
from current f
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The following form is suggested as a written summary form to be approved by the
IRB:

Witness Requirements/Guidance

Other than the federal regulatory requiremestsited above, the IRB
may recommend a witness to the informed consent process where the IRB
finds either in fullboard or expedited revietliat a witness to the
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regulatory requirements, the IRBOs recommendation of withtfss

consent process may apply whether or not the informed consent process
involves a comprehensive written document or is presented orally to the
subject as described above.

The witness must directly observe the consent process and not merely be
present dung the signing of the document. The witness should be an
impartial adult who has no interest in the research project and who cannot
be unfairly influenced by the investigator or members of the research
team. Ideally, the withess would agerson unaffiliated with the project

or the investigatorOs academic department or research unit of the
institution. However, a member of the research team who serves as a
clinical monitor or is otherwise a research subject advocate may act as a
witnessto the informed consent process

In no event may the investigatoraher person authorized to conduct the
informed consent process serve as the witness to the informed consent
process.

The investigator may petition the IRB, with appropriatgification, that

this requirement unfairly burdens the conduct of the research and that a
member of the research team should be allowed to act as a witness to the
consent process. Justification for this allowance should explain how the
research tea memberOs interest or involvement in the research would not
bias his/her role as witness to the consent process.

Signed Consent Form Waiver

The IRBmay waive the requirement for the investigator to obtain a signed
consent form for some or alf the subjects, if it finds either:

(1)  That the only record linking the subject and the research would be
the consent document and the principal risk would be potential
harm resulting from breach of confidentialitigach subject will
be asked whether the subject wants documentation linking the
subject with the research, and the subject’s wishes will govern
(45 CFR 46.117(c)(1))r,

(2)  That the research presents no more than minimal risk of harm to
subjects and involves no procedures for whicitten consent is
normally requiredutside of the research context (45 CFR
46.117(c)(2); 21 CFR 56.109((c)(1)).

In cases in which the documentation requirement is waived, the IRB may
require the investigator to provide subjects with a written serém
regarding the research (45 CFR 46.117(c§(12); 21 CFR; 21 CFR
56.109(b).

The IRB will carefully examine requests for signed consent form waivers
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information. The IRB will consider the nature of the information,
protective measures taken to protect confidentiality as well as the degree
of harm that may result from breach of confidentiality.

THE PROCESS AND DOCUMENTATION OF ASSENT OF MINORS
AND PERMISSION OF PARENT(S) OR GUARDIAN(S)

Assent Process

Legally, children cannot give consent on their own beHalthe context of
research, the terms children and minors are used interchang@&ablpermission

of their parent(s) or a legal guardian is, therefore, required befddeencan
participate in any noexempt (and some exempt) research projects. In the State
of Georgia, a minor attains majority at age 18 or upon marriage. Pregnascy do
not confer majority status. A minor may, however, with IRB approval, legally
consent on his/her own behalf (as a mature minor) if the research involves a
treatment for which a minor's consent is permissible under applicable law (e.g.,
use of contracept
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Verbal assent mayebappropriate in some circumstances. Investigators must
clearly describe in IRB applications for review why a verbal assent process is
appropriate and how it will be documented. In cases where verbal assent is
approved by the IRB, the IRB will requireetinvestigator to prepare a script to be
read to the minor subjects. The parent(s)/guardian(s) shall receive a copy of the
script with a written acknowledgement from the investigator as to the
investigatorOs formed belafd judgmenthat the minor undstands the nature

of the research.

In cases where the IRB finds and documents that a waiver of assent is appropriate,
the IRB will require the investigator to prepare a description of the research,
written at the appropriate reading level of minor sulject be given to the

subjects as well as a copy to be given to the parent(s)/guardian(s) as part of their
permission process.

Any assent process approved by the IRB expires as indicated on notice of
approval documentation or upon any minor subject atigithe age of majority
while participating in researchAny minor attaining the age of majority (18 years
old) while participating in research must consent to continue as an adult.
Regulatory Requirements - the DHHS

a. Research not involving greatiran minimal risk

ORisksO in this category of subjects is interpreted as those risks
normally encountered during the daily life of average, healthy
children living in safeenvironments or equivalent tberisks
associated with the
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(1)

(2)

The risk is justified by the anticipated benefit to the subjects (45
CFR 46.405(9)

In reference to the SACHRP document cited above, the IRB
considers the likelihood &t the benefit wilactually materialize,

the anticipated magnitude of the benefit, and the degree to which
anticipated benefits aat least as or superior to available
alternative approaches, if any exist. The IRB shall base its
assessment on sousdentific evidence provided by the
investigator in the researghotocol. Any procedures, tests or
methods to be employed relative to anticipated benefit must be
justified as an integral part of the research design and cannot be
performed o speculdabn or the potentidlor a serendipitous
beneficial outcome.

The relation of the anticipated benefit to the risk is at least as
favorable to the subjects as that presented by alternative
approaches (45 CFR 46.405(b)

The IRB shall carefujl examine research procedures to determine
whether the investigator has justified Aoeneficial procedures as
vital to the conduct of the research and that the parental permission
document clearly explains the nature and rationale for such
procedureslin cases where multiple procedures are proposed, the
IRB shall assess each procedure individually as well as

collectively to determine eeasonable relationship vital to the
success of the research proposed.

In this case, ssent of the child and thgermission of one parent or
legally authorized representatighall be sufficientunless the IRB
finds and documents that, in the best interest of the child, the
permission of both parent$ reasonably feasiblshould be
obtained (45 CFR 46.405
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(2)

®3)

factorsidentified as minimizing risks. The term OconditionO is
interpreted by the SACHRP guidance described atmwefer to
speific physical, psychologicaheurodevelopmental, or social
characteristics known to negativelyeadt childrenOs health or well
being or to increase their risk of developing a health problem in the
future.

The intervention or procedure presents egpees to subjects that
are reasonably commensurate with those inherent in their actual or
expected medical, dental, psychological, social , or educational
situations (45 CFR 46.406(b)).

In this context, OcommensurateO msiaritar to those

interventians or procedures that children with the condition or
disorder, as a class, have or are expected to experience. However,
OcommensurateO does not justify any level of risk beyond a minor
increase over minimal risk. For example, a procedure or
interventionthat would present an unfair burden to the subject
would be considered one that elevates the risk level above what is
permissible in this code section. Commensurability is to be judged
by what the parent/child believes is commensurate in the childOs
particular circumstance. The risk assessment criteria remain as
described under 11.C.2.a. & b. above and must be justified in the
protocolas being met and applicable for the study under review.
The investigator must convincingly propose the interventions or
procedures to be used in the study are similar to those that children
with the condition or disorder, as a class, have or are expected to
experience (SACHRP guidance, cited above).

The intervention or procedure is likely to yield generalizable
knowledye about the subjectOs disorder or condition which is of
vital importance for the understanding or amelioration of the
subjectOs disorder or conditid@® CFR 46.406(3.

OVital importanceQ is interpreted to mean clear and significant
scientific evidencéhat procedures or interventions intended in the
research are likely to yield generalizable knowledge that would
contribute to understanding the etiology, prevention, diagnosis,
pathophysiology, amelioration or treatment of a condition or
disorder (SACHRRyuidance cited above).

Clear and significant evidence, although subjective, must be
deliberated by the IRB in order to reach a valid conclusion as to
whether this criterion has been m&he IRB shall consider

whether the scientific evidence demoats a substantially more
likely than not probability that the research would result in
generalizable knowledge to meet the standard of this code section.

Under this risk category, assent of the child and permissibotiof
parents must be obtained urdeme parent is deceased, unknown,
incompetentpr not reasonably available, or when only one parent
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The IRB may suggest consultation with a suitable individual
knowledgeable about the research context and the rights and welfare of
children.

Documentation of parental permission.

Permissbn by parents or guardians shall be documented in accordance
with and to the extent required for informed consent (45 CFR 46.117) as
described in these guidelines under II.§45 CFR 46.408(y.

Documentation of assent.

When the IRB determines thassent is required, it shall also determine
whether and how assent must be docume@&«CFR 46.408(e))

A person who commences in research under the legal status of being a
minor must provide consent to continue as a subject in research upon
becoming aradult (generally, on their ¥irthday).

Waiver of assent.
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3.

Regulatory Requirements — the FDA

a.

Clinical investigations not involving greater than mai risk.

For purposes of reviewing and approving researzblving clinical
investigationghis category, the IRB will find and document adequate
provisionsfor solicitation of assent of the children and permission of their
parents or guardiarfl CFR50.51). The determination and description

of risk involved in this category of research is the same as described under
[I.C.2.a. in these IRB guidelines and policies.

In this case, assent of the child and the permission of one partbiet or
childOsdgally authorized representative shall be considered sufficient (21
CFR 50.55(e)(1)). The SACHRP document referenced above provides
examples of procedures considered as standards that meet the definition of
minimal risks. The FDA regulations define mirdhmisk as : Ethe

probability and magnitude of harm or discomfanticipated 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

52



For purposes of reviewing and approving research involving clinical
investigations in thisategory in which 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 subject, or by a monitoring
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(@)

(b)

(©)

(d)

Wards

The clinical investigation involves no more than minimal
risk to the subjects (21 CFR 50.55(d)(1));

The waver will not adversely affedhe rights and welfare
of thesubjectg21 CFR 50.55(d)(2));

The clinical investigation couldot be practicably carried
outwithout the waiver (21 CFR 50.55(d)(3)); and,

Whenever appropriate, the subjewili be provided with
additional pertinent information after participati®@i CFR
50.55(d)(4))

Children who are wards of the State or any other agency, institution, or
entity can be included in reseamgproved under 21 CFR 50.53 or%0
only if such clinical investigations are:

(1) Related to thie status as wards (21 CFR 50.56(a);(dy

(2) Conducted in schools, camps, hospitals, institutions, or similar
settings in which the majority of children involved as subjeds ar
not warc (21 CFR 50.56(a)(R)

If the research is approved un@drCFR 50.56(a), the IRB must
require appointment of an advocate for each child who is a ward
(21 CFR 50.56(b). The advocate will serve in additmany other
individual acting on behalf of thehild as guardian or itoco

parentis (21 CFR 5G6(b)(1)). One individual may serve as
advocate for more than one chiiL CFR 50.56(b)(2)) The
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I Physical or medical disability/compromise

I Mental capacity/compromise:
Cognitive impairment/mental disease
Influence of mdication

I Sensory impairment/sight/hearing

I Relationship between investigator and subject
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(1) Any adult, for himself, whether by living will or otherwise;

(1.1) Any person authorized to give suwdnsenfor the adult under a health care agency
complying with Chapter 36 of Title 31, the 'Durable Power of Attorney for Health Care
Act’;

(2) In the absence or unavailability of a living spouse, any parent, whether an adult or a
minor, for his minor child;

(3) Any married person, whwetr an adult or a minor, for himself and for his spouse;

(4) Any person temporarily standing in loco parentis, whether formally serving or not, for
the minor under his care; and any guardian, for his ward;

(5) Any female, regardless of agemarital status, for herself when given in connection
with pregnancy, or the prevention thereof, or childbirth;

(6) Upon the inability of any adult tmonsenfor himself and in the absence of any

personto consenunder paragraphs (2) tugh (5) of this subsection, the following

persons in the following order of priority:

(A) Any adult child for his parents;

(B) Any parent for his adult child;

(C) Any adult for his brother or sister; or

(D) Any grandparentor his grandchild.

(b) Any person authorized and empowereddnsenunder subsection (a) of this Code
section shall, after being informed of the provisions of this Code section, act in good faith
to consento surgical omedicaltreatmenbr procedures which the patient would have

wanted had the patient understood the circumstances under whidnestictenor
procedures are provided.
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Considering the AlzheimerOs AssociationOs recommendations for institutional
review boards and investigators, the IRB provides the following directives:

a.

Description/Nature of Researcind Capacity Assessment

The investigator will describe in the application for IRB review the
following:

(1)  The rationale for the inclusion obgnitively impaired research
subjects, including why it may be in the best interest of the
subjects to participate.

(2)  Theprocess through which subjeGt®gnitive capacity is assessed
and documented.

(3)  Arrisk/benefit analysis of the proped research

(4) A description of the process for allowing potential subjects to
provide affirmative acknowledgement to participate and how the
investigator may determine when the subject declines participation
regardless of the LAROs pointadw.

Description of LAR

The investigator will provide the following information in the application
for IRB review:

(1)  The relationship of the LAR to the subjdicat will be considered
appropriate to allow proxy consent in the context ofrésearch.

(2)  The role ofdesignated caregivein cases where the LAR is
not the subjectOs caregiver.

3 The process for assessing the LAROs basis of knowledge of the
potential subject with
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continuation in the study in cases where the subject regains capacity at any
time during the research.

e. The IRB Review Process

In its review and evaluation for approval of research involving cognitively
impairedadultsubjects, the IRB shall agt the categorieand stipulations
for approvalof research described under I1.C.2 & 3., above as applicable
to this category of research subjedisthe case of research in cognitively
impaired adults e designated LAR substitutes fOparent(€or

Oguatians) as described in the context of research involving children.

HEALTH INSURANCE PORTABILITY AND ACCOUNTABILITY ACT
OF 1996 - “HIPAA”

Underthe HIPAA privacy regulationgl5 CFR 164.508(b)(3)(i), the Morehouse
School of Medicine IRRloes not require HIPAA authorizations for use or
disclosure of protected health information to be combined with other regulatory
requirements regarding informed consent to participate in resdaistihe

policy of the IRB taorequest investigats to use standlone HIPAA

authorizations permitting the use and disclosure of individually identifiable health
information. The IRB need not approve statone HIPAA authorizations.

The IRB defers to the responsibility of each coveredyeatitler 45 CFR 160 and
164 to comply with use and disclosure requirements, including waivers and uses
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The use or disclosuia protected health information involves no more
than minimal risk to the privacy of individuals, based upon, at least, the
presence of the following elements;

a. An adequate plan to protect the identifiers from improper use and
disdosure;

b. An adequate plan to destroy the identifiers at the earliest opportunity
consistent with the conduct of the research, unless there is a health or
research justification for retaining the identifiers or such retention is
otherwise required by lavend,

c. Adequate written assurances that the protected health information will
not be reused or disclosed to any other person or entity, except as
required by law, for authorized oversight of thee&rch study, or for
other research for which the use or disclosure of protected health
information would be permitted by this subpart;

The research could not practicably be conducted without the waiver or
alteration;and,

The research could not practically be conducted without access to and use
of the protected health information.

A description of the motect
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A ORGANIZATION

The IRB is administratively positioned in the OfficeRdsearch Development under the
Office of the Dear& Senior Vice president for Academic Affairghe institutional
signatory official for the IRB is the Vice PresidéhiAssociate Dean for Sponsored
Research AdministrationThe IRB is a standing committee of the Academic Policy
Council (Bylaws of the Fadty, October 30, 1998, Article V, Section 4, K.). Policies and
procedures relating to IRB functions reflect requirements of current federal regulations
(45 CFR 46, 21 CFR 50, 21 CFR,36 CFR 16% advisory memoranda of federal
agencies, laws of the $¢eof Georgia, and Morehouse School of Medicine institutional
policies.

B.
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The IRB meets once a month at regularly scheduled dates and Meetng frequency

may change depending upon institutional circumstances and requirefdiestsng dates

and times are well publicized. The chaittleé IRB, or in his/her absence the IRB
administrator or vice chair, may convene edlheetings as necessary to conduct urgent
business. Matters of pecuniary interest are not considered reasons sufficient to convene
calledmeetings. Investigators subrmtj protocols are not requested to attend meetings
unless deemed essential to the deliberations. Investigators who may also be members of
the IRB are excused from deliberations and the voting process of their protocols
submitted for review.

At the commepement of each convened meeting, the IRB administrator, chair, vice chair
or a member designated by the chair shall confirm the assembly of an appropriately
configured quorum to conduct business. Minutes of meetings shall be recorded by the
administratorchair, vice chair or a member designated by the chair. Administrative
office staff may assist in recording IRB minutes.

Protocols requiring fulboard review are presented by the primary reviewer; and, when a
secondary reviewer has been assignedselendary reviewer provides input as well.

Upon conclusion of their presentation, the reviewers make a recommendation based upon
their findings. Each member present is then allowed an opportunity to ask questions,
raise issues, and make commeritbe IRB chair will provide the committee with
information from members who could not make the meeting but who submitted input to
the IRB office. Following close of discussion, the person chairing the meeting asks the
reviewer to make a motion. motion maybe made to approyéo table actiopending

further consideration®r to disapprovéhe research studyJponamotionmadeand

seconed the chaircalls for the questionprovided there is naifther discussion
requestedyotes are cast by a show of handJnless otherwise indicated by
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Protocol Review Management

As detailed in I1.Band C of these guidelines and policiesyrews are expected to
becompleted in a timely mannetn no casghoweverwill time constraints

override the importance of careful and complete review processing. Timeliness of
reviewsdepends upon completeness and clarity of material submitted for review
as well as the complexity of the research undéeve Primary and secondary
reviewers fill out review checklisand documentation forsras well asdrms
requesting responses from investigatdReviewers may direct their questions

and comment® investigators with copies to the IRB office or the
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Protocol Modifications and Other Communications

Protocol amendments and other reseaetited communications are reviewed by
the IRB administrator or chair and managed according to review guidelines
described in appropriate sems of these guidelines and policies. Investigators
are on notice not to commence research modifications without prior approval
from the IRB unless justifiefbr reasons necessary for tefety and welfare of
research subjects.

Administrative Authority
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