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Why do | care?

® Selfishly, because we want to accomplish research efficiently
and accurately. Legally, we must care about these things.

® Selflessly, our research subjects have rights that we cannot
simply ignore. Historically, we have a bad track record here.

Conclusion
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Tuskeegee syphilis experiments (1932-1972)

e Covertly studied
progression of untreated
syphilis

® Involved 600 black men,
2/3 of whom were
infected

e Continued even after
penicillin accepted as
treatment option
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Willowbrook hepatitis experiments (1956-1970)

® Mentally challenged
children in NY school
intentially given hepatitis

® Parents gave consent to
study their children

® |ittle regard given to
vulnerability of children
or institution's
responsibility to protect
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Milgram “shock” experiments (1961)!

® Meant to study
obedience to authority

Fake Test

® Subjects misled to
believe they were
researching learning
patterns

® Subjects coerced to
inflict increasing amounts
of pain (65% inflicted
maximal pain)

'Good Radiolab episode covering this (t.1y/r9PC).
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Zimbardo Stanford prison experiment (1970)

® A six-day debacle
designed to study the
psychology of authority
® Subjects randomly

assigned to be either
prisoners or guards

® Subjects quickly assumed
their roles—too well
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Conflicts of interest

® Sources of funding for
research can call into
question the objectivity
of findings.

® |f these sources aren't
disclosed, the “moral

authority” of science can
be abused.

8/24



Ethics in Research AUM IRB Conclusion

000000

The Belmont Report (1979)

Its three guiding ethical principles help form the basis for
regulation of human subject research:
1. Respect for persons

® |ndividuals are autonomous and largely capable of
self-determination

® Those not capable of self-determination are entitled to
protection

2. Beneficence

® Researchers have an obligation not to harm subjects
® Reserchers have an obligatio to maximize benefits to subjects

3. Justice
® The benefits and risks of research are distributed equally
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Institutional review boards

® Mandated by the US Department of Health and Human
Resources for institutions like AUM that conduct human
subject research and receive federal funding.

® Must consist of at least five, adequately qualified individuals
of adequately diverse and varying backgrounds.

® No member of the IRB may review research for which she has
a conflict of interest, and at least one member must be
unaffiliated with the institution.
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AUM’s IRB

® http://www.aum.edu/sponsored-programs/
institutional-review-board

® Chair: Dr. Glen Ray
® Administrator: Ms. Debra Tomblin

® The committee also includes representatives from each college
and two external members.
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CITI registration

http://www.aum.edu/sites/default/files/
Instructions-for-registering-for-CITI.pdf

‘\! PROGRAM —

Research Ethics and Compliance Training

Protocol Writing @) | Essentials of

Efficiency and Grant Proposal
Research Design Development
Training

Biomedical Pl @)
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The IRB protocol

® |n order to receive IRB pre-clearance to proceed with your
research, you must submit a protocol form.

® Protocol forms are submitted to the AUM IRB administrator,
Debra Tomblin (dtomblin®@aum.edu).

® The AUM IRB protocol form is available here: t.1y/8txX.
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AUM Research Protocol Review Form
Institutional Review Board for Research Involving Human Subjects
Office of Sponsored Programs (OSP), 334.244-3250

FornB we ony:
proToCOLS
Reviwed by S
Tuoe ofroviews Exoedited. _FalBourd. Examot ntervalfor Continuine Review:

Proposed dates of study: from [ to
2

principal Investigator:
Title: Dept:

ONLY TYPEWRITTEN FORMS WILL BE ACCEPTED

Phone: Emait

Source of Funding/Project Support: [ internal  [lexternal (ist) [
Status of Funding/project support: [ received [ approved [ pending [ n/a

General research characterisics:

achievement]
B surveys/Questionnaires
[ Private Records/Fles
3 interview/Observations
O Audiotaping

[ videotaping.

Data collection willnvolve the use of:
[ educational Tests (cognitive, iagnostic, aptitude,
)

[ Physical/Physiclogic Measurements or Specimens

&
resench methodolop. poplation
Data collection will be: [ Prospective* [ Retrospective* | [ males O remales
D voth "
Vierabe Poputions:
ndivectl denifed: I ves | KINo a Blaee 178 under
Drrisoners Deery

(3 economically Challenged [T Physically Challenged
B Mentally Challenged.
Do you plan to recruit AUM students? [ ves [0 no

Do you plan to remunerate participants? [ ves [ No

O other expiaina123)
<

project.

a result of participating i this research:

[ sreach of Confidentialty

3 oeception [ social
@ Psvehological @ coercion
[ physical
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Researchers

soyes
INVESTIGATORS:
related to this project.
[
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Page 3

B
10 i it i i Please cite
relevant sources and include a “Reference List” as Appendix .
11, PURPOSE & SIGNIFICANCE:
3. Clearly state the objectives, goals,or aims of this project.
b (« )
12. PARTICIPANTS:
B i i s project.
b “vulnerable” population,
i i serpts i
label a5 Appendix C.
4 ete)
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Page 4

13, PROJECT DESIGN AND METHODS:

o, Projectoverview (refy descrbe the scentific esign) L0001

[’ " stine of

Interviews, scrpt te.
used inthis project and label as Appendix C.

4. Data Analysis: Explain how the data wilbe analyzed.

14, RISKS AND DISCOMFORTS:

fyouare

and label as AppendixD. ||

15, PRECAUTIONS:

16, BENEFITS:

17, PROTECTION OF DATA:
. Wil data e colected s anonymous? [ves [0
. Wil data b colected as confdenta? [ ves EJ o

Satendol BIE & -I + oo
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Page 5

€. Where will code ss be stored?.

x ;i ymous? Mves Eo

hard. ing,electronic data, etc), i nd

h. Who will have access to participants’data?

i When s the latest date that the data will be retained?
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Assurances

Principal Investigator's Assurance

1 by
2 inci i i . th et this project, the
ic , and stict i 1 ceriythat l individu-
training
3 y i -
 procedures, a5 well 2s ith state, and local 2

human subjecs, including, but not imited o the folwing:

a
b i consentform without pror o ) (except
) y o safeguard i
c i ivei spant orhis o herlegal responst ive priorto thei partcpation in
y app
4  report
i ge for inmy absence This

person has been named as co-nvesiigator i this appication, or | wil adise OSP, b ltter, in advance ofsuch arrangements.
6 i y duri AUM RS,
7
8

(Please ype or prnt) i tgator Signature Date
Faculty Sponsor's Assurance

3 : 2

proved protocol. This requirementincludes CIT raining
2.1 certythat the prject il

0.
3. agree to meet withthe investigator o a regular basis to morior tudy progress.
4 i iy, | be avaiable, personally, i g
b .

rence vl arrange for s ity during my absence,

by lete ofsuch arrangements.
6. have read the protocol submited fortis projet for content, claty, and methodology

Facuty Sponsor Please type orpin) Faculy Sponsor Signature Date
Department Head's Assurance
y my i 1 cery that
i as el as vith ate,

man paricipants

pe orpint) i Date
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Checklist

PROTOCOL REVIEW CHECKUIST (fo researcher to fillout)
All protocols must include ot leastitems 1:5.
tems 6-10 as applicable.
(B e Protocol Form is complete

[ R Protocols Assurances page has ail necessary signatures

a

Conclusion
o

[0 Appendix A: Informed Consent Form/s
[ Appendix B: Reference List (Literature Review)

[ Appendixc: i fiyes

for data collection

a tests,

data collection

Lparte

() Appendix D: if debriefing form is used.

a entities, L€l
cooperation NOTE: f the pro-

posed hospitals or

clude in Appendix A

by host country IR8). Include in Appendix A.
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Informed consent (example

Auburn University at Montgomery

(Department)
INFORMED CONSENT
Concerning Participation in a Research Study
(Title of Study)

Research Purpose & Procedure:

We hope to learn (state what the study is designed to investigate). You were selected as a
possible participant because (state why the respondent was selected). If you decide to
participate, (/we), (name and title of the investigators and associates), will (describe
procedures to be followed, including purposes, how long they will take, location, and their
Srequency).

Explain or describe any discomforts and inconveniences that reasonably can be expected
and estimate the total time required of the subject.

Describe risks identified in the protocol and precautions taken to reduce risks

If there is a possibility of additional cost to the subject because of participation, describe.
If extra credit is involved, state amount.

Describe benefits that reasonably can be expected.

If any benefits are described, add: We cannot promise you that you willreceive any or
all of these benefits.

Alternative Procedurt
(Describe appropriate alternative procedures that might be advantageous to the respondent, if
any. You must disclose the nature of any treatment that is being withheld).

Provisions for Confidentiality:

Any information obtained in connection with this study that can be identified with you will
remain confidential. (state persons or agencies to whom the information will be furnished and
the purposes of the disclosure). (f the subject will receive compensation, describe the amount or
nature. The information that will be published will be data that is in group (aggregate) form so
that individuals cannot be identified.

Management of Research-related Injury:
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Informed consent (example cont'd.)

If medical treatment for physical injuries is available, state the extent of treatment that will be
provided and where it will be carried out. In the case of a social/behavioral research project

include appropriate referrals (ex: for psychological counseling.)

Contacts for Ad
Before you decide whether to accept this invitation to take part in the study, please ask any
questions that might come to mind now. Later, if you have questions about the study, you can
i . (name, email, p If you have any questions about your
rights as a volunteer in this research, contact Debra Tomblin, Research Compliance Manager,

AUM, 334-244-3250, dtomblin@aum.edu.

nal Information

Voluntary & the Right to
Ifyou decide to participate, you are free to withdraw your consent and to discontinue
participation at any time without penalty. If you decide later to withdraw from the study, you
may also withdraw any information that has been collected about you. Your decision whether
to participate will not prejudice your future relations with Aubur University at Montgomery
(and name of cooperating institution or agency, if any). The researcher may discontinue the
study at any point.

We will give you a copy of this consent form to take with you.

YOU ARE MAKING A DECISION WHETHER TO PARTICIPATE. YOUR SIGNATURE INDICATES THAT
YOU HAVE DECIDED TOPARTICIPATE, HAVING READ THE INFORMATION PROVIDED ABOVE.

Participant’s signature & Date

Investigators signature.
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Conclusion

e Conducting ethical research is not only important to protect
the well-being of human research subjects but also helps to
improve the quality of research.

® |Institutional review boards such as the one at AUM exist to
help us maintain the highest ethical standards in human
subject research.
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