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Ethics and Regulations

P & % protection of human subjects
7 3 Eprinciples e & P 7z guidance

B 4 The Belmont Report
nz IRB 2 zfﬁiﬁj@’ﬂ bureaucratic rules
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The Nuremberg Code
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The Nuremberg Code
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The Declaration of Helsinki
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The Belmont Report
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Respect for person
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Beneficence
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Overview Topics

Protect the rights and welfare of
human research participants

Public / Subject
—~ederal Government
nvestigator

nstitution / Sponsor
=




Related Organizations

The Office for Human Research Protections
45 CFR 46 ( The Common Rule)

¥ 32 ¢ * federal funds # %

E_DHHS ¢ # 7 A f s el =

The Food and Drug Administration
21 CFR 50, 56
€ 2 7% drug, biologic, or medical device




Related Organizations

Public Responsibility In Medicine and
Research

Was founded in 1974 : Promote the ethic
conduct through education

Applied Research Ethics National
Association

PRIM&R 73 membership

IRB community =7 leadership
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Organizing the Office




Organizing the Office

= Quality
m Efficiency

s Consistency




Written Procedures

3= > consistency

"% 14 errors
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Staff =+ 5%

£ % the meeting agenda
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Organizing the IRB Committee




The IRB Committee 2-1

At least 5 members

Majority : more than half

Adeguate expertise and diversity

At least one have no meaningful association

No standard procedure or guideline

More than one member for an IRB roster position




The IRB Committee 2-2

Expedited process
Primary review
Continuing review
Compliance audits

IRB policy and procedures
SAEs

Reviewed first by the investigator
IRB Chair
Forwards for full-committee review




The IRB Meeting

No DHHS or FDA'’s regulations
Length : <4hours

Frequency : i workload 4= review 7
efficiency
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CERTIFICATION EXAMINATION
FOR IRB PROFESSIONALS
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CCIP

m Foundations and Concepts of IRB
Practice :

m Organizational and Personnel
Knowledge :

m IRB Functions and Operations :

m Records and Reports :
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i ¥ copLd A

Assuring privacy of the subjects and
the research data and the requirement
to obtain informed consent from
subjects best reflects which ethical

principle:
Beneficence;
Respect for Persons;
Justice;

Do no harm.




EREPEX

Assuring privacy of the subjects and
the research data and the requirement
to obtain informed consent from

Subjects best reflects which ethical
principle:

Beneficence;

Justice:
Do no harm.
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According to the Belmont Report,

respect for persons typically demands
that subjects :

Share in the benefits of the research;

Gain maximum benefit from research:

Waive any rights or benefits from
research;

Enter into research voluntarily with
adeguate information.




EREPEX

According to the Belmont Report,
respect for persons typically
demands that subjects :

m Share In the benefits of the research
m Gain maximum benefit from research

m Walive any rights or benefits from
research




i ¥ copLd A

The regulations define a guorum as :

m One more than half of those present
at the meeting

@ One more than half of those present
at the meeting and on the roster

m One more than half of those on the
roster

m The regulations do not define quorum




EREPEX

The regulations define a guorum as :

m One more than half of those present
at the meeting

@ One more than half of those present
at the meeting and on the roster

m One more than half of those on the
roster
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A protocol revision approved by the IRB Is
effective for what period of time :

365 days beyond date of approval
11 months beyond the date of approval

The length of time specified by the
Investigator in the initial request for IRB
review of the protocol revision

Until the expiration date of the most recent
continuation review for the protocol




EREPEX

A protocol revision approved by the IRB Is
effective for what period of time :

m 365 days beyond date of approval
m 11 months beyond the date of approval

m The length of time specified by the
Investigator in the initial request for IRB
review of the protocol revision
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An example of evidence that the Declaration
of Helsinki, in contrast to the Nuremberg
Code, was taken seriously by American
scientists Is:

The Tuskegee trial was immediately stopped;

Scientists began, for the first time, to obtain
Informed consent from research subjects;

Many scientific journal editors began to
request that If a human research study were
to be published it must have been
performed within ethical standards;

All of the above.




L T e AR

An example of evidence that the Declaration
of Helsinki, in contrast to the Nuremberg
Code, was taken seriously by American
scientists Is:

The Tuskegee trial was immediately stopped;

Scientists began, for the first time, to obtain
Informed consent from research subjects;

All of the above.
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Which of the following scenarios is in compliance with federal regulations regarding the
consenting procedure for enrollment of subjects in research?

The Investigator identifies a hospitalized patient who is eligible for enrollment in a research
study. The patient, because of his iliness, is not competent to give informed consent and
there is no legal guardian, or next of kin/family to approach. Because the research has the
potential for direct benefit to the patient, and standard care of the patient will be continued
during the study, the Investigator approaches two physicians who are not affiliated with the
study who concur with the medical opinion of the Investigator about enroliment of the patient
and who sign the research consent from for the enroliment of the patient into the study;

The Principal Investigator is away at a conference. A Co-Investigator identifies a potential
research subject and is unable to find the approved and validated consent form. The Co-
Investigator documents the subject’s consent with an available expired consent form once
the up-to-date consent from is located. The Co-Investigator documents in the research
record this variance in consent procedure;

At the conclusion of the research study, at the time of final data audit by the sponsor, the
Investigator discovers that a number of the signed consent forms are missing. The
Investigator, with agreement of the sponsor, contacts those specific research subjects and
has them sign and date a new consent form;

The Investigator identifies a research subject who is eligible for a research study and
approaches him/her regarding participation. The Investigator begins the presentation of the
study and gives the consent form to the potential subject. The Investigator notes that the
validation stamp on the consent form is out of date. The Investigator completes a brief
discussion of the study and reschedules a meeting with the research subject to execute the
full consent procedure after contacting the IRB to determine the requirements to obtain an
updated consent form.
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= Which of the following scenarios is
In compliance with federal
regulations regarding the consenting
procedure for enrollment of subjects

INn research?
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A. The Investigator identifies a hospitalized patient who
IS eligible for enrollment in a research study. The
patient, because of his illness, Is not competent to
give informed consent and there Is no legal guardian,
or next of kin/family to approach. Because the
research has the potential for direct benefit to the
patient, and standard care of the patient will be
continued during the study, the Investigator
approaches two physicians who are not affiliated with
the study who concur with the medical opinion of the
Investigator about enroliment of the patient and who
sign the research consent from for the enrollment of
the patient into the study;
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B. The Principal Investigator is away at a
conference. A Co-lnvestigator identifies a
potential research subject and Is unable to
find the approved and validated consent form.
The Co-Investigator documents the subject’s

consent with an available expired consent
form once the up-to-date consent from is
located. The Co-Investigator documents in the
research record this variance in consent
procedure;




FH5 A -EH C

C. At the conclusion of the research study,
at the time of final data audit by the
sponsor, the Investigator discovers that
a number of the signed consent forms

are missing. The Investigator, with
agreement of the sponsor, contacts
those specific research subjects and
has them sign and date a new consent
form;
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D. The Investigator identifies a research subject
who Is eligible for a research study and
approaches him/her regarding participation.
The Investigator begins the presentation of
the study and gives the consent form to the
potential subject. The Investigator notes that
the validation stamp on the consent form Is
out of date. The Investigator completes a brief
discussion of the study and reschedules a
meeting with the research subject to execute
the full consent procedure after contacting
the IRB to determine the requirements to
obtain an updated consent form.
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Which of the following scenarios is in compliance with federal regulations regarding the
consenting procedure for enrollment of subjects in research?

The Investigator identifies a hospitalized patient who is eligible for enrollment in a research
study. The patient, because of his iliness, is not competent to give informed consent and
there is no legal guardian, or next of kin/family to approach. Because the research has the
potential for direct benefit to the patient, and standard care of the patient will be continued
during the study, the Investigator approaches two physicians who are not affiliated with the
study who concur with the medical opinion of the Investigator about enroliment of the patient
and who sign the research consent from for the enroliment of the patient into the study;

The Principal Investigator is away at a conference. A Co-Investigator identifies a potential
research subject and is unable to find the approved and validated consent form. The Co-
Investigator documents the subject’s consent with an available expired consent form once
the up-to-date consent from is located. The Co-Investigator documents in the research
record this variance in consent procedure;

At the conclusion of the research study, at the time of final data audit by the sponsor, the
Investigator discovers that a number of the signed consent forms are missing. The
Investigator, with agreement of the sponsor, contacts those specific research subjects and
has them sign and date a new consent form;




The Exam

m Get plenty of rest the night before exam

m Eat a good breakfast

m Arrive early

m Make sure to answer ALL the gquestions
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