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Research study in vulherable group

Outline :

> Vulnerable population

* Definition

* Vulnerability

 Issues for consideration
<+ Protection plan

Review process

Take home message
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Assoc. Prof. Siriporn Pitimana-aree, MD.
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Research study in vulherable group
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Research study in vulherable group
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Assoc. Prof. Siriporn Pitimana-aree, MD.
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Research study in vulnerable group

NBAC* vulnerability classification:
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Deferential vulnerability unAnw yransludeinlaenss
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* National Bioethics Advisory Committee

Assoc. Prof. Siriporn Pitimana-aree, MD.
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Research study in vulnerable group
NBAC* vulnerability classification:
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* National Bioethics Advisory Committee

Assoc. Prof. Siriporn Pitimana-aree, MD.
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Research study in vulherable group
n19913delungsnysrzug
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Define vulnerability categories : possibly > 1
> d1ld usznulaiidesiansanvsely
Recruitment, Informed consent; Benefit/risk assessment; Justice

> wpunisuntesiiozlstng

LAR, Avoid coercion/undue influence & undue inducement

Assoc. Prof. Siriporn Pitimana-aree, MD.
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Assoc. Prof. Siriporn Pitimana-aree, MD.
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Assoc. Prof. Siriporn Pitimana-aree, MD.
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The Tuskegee Experiment
(1932-1972)

The Tuskegee Experiment was conducted by the US Public Health.
“ A study of the effects of untreated syphilis in Black men
in Macon County, Alabama.”
Credit: National Archives

Assoc. Prof. Siriporn Pitimana-aree, MD.




The Tuskegee Experiment
(1932-1972)
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. They were told
Free Nend Ty

. they would be
e treated for

“bad blood”

which at the time

v e was a term used
[ — for any of the
following ailments:
Anemia or Fatigue.

(Credit: National Archives)

Assoc. Prof. Siriporn Pitimana-aree, MD.
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The Tuskegee Experiment
(1932-1972
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While the men
were offered
“free medical care, hot
meals and even free
burial services in
exchange for
their participation,”

They didn’t actually
receive any treatment.

I NOVA: THE DEADSY DECEPTION'

(Credit: National Archives)

Assoc. Prof. Siriporn Pitimana-aree, MD.
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The Tuskegee Experiment
(1932-1972)
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The participants: colored people, primarily
sharecroppers, many never visited a doctor before.

(399 men with latent syphilis & 201 as control group)

(Credit: National Archives)

Assoc. Prof. Siriporn Pitimana-aree, MD.
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The Tuskegee Experiment
(1932-1972)

The purpose of the study was to
understand the impact of syphilis
on the body post-mortem

The men were monitored by health workers but only

given placebo such as aspirin and mineral supplements.
In order to track the disease’s full progression, researchers
provided no effective care as the men died, went blind or

insane or experienced other severe health problems due to
their untreated syphilis.

Assoc. Prof. Siriporn Pitimana-aree, MD.
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The Tuskegee Experiment
(1932-1972)
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I

recommended treatment for syphilis in 1950.

(1 PHS researchers convinced local physicians NOT
to treat the participants and prevented them
from seeking it elsewhere. (Credit: National Archives)

Assoc. Prof. Siriporn Pitimana-aree, MD.
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The Tuskegee Experiment '
(1932-1972)

newsE THE WHITE Hous'
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MAY 16, 1997

Assoc. Prof. Siriporn Pitimana-aree, MD.
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The Tuskegee Experiment
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Points to learn
The Tuskegee Experiment

Basic Ethical Principles
>Respect for Persons (naniaiswluunnq)

» Beneficence (nanamilszlaguuazlsinaaunss)

> Justice (MANERETTN)

Assoc. Prof. Siriporn Pitimana-aree, MD.



ST — — —
(AR YHonuiavuiaa
(3 ]
D % ,;f L);g)m”uﬁxo\(
AL

Points to learn ’
The Tuskegee Experiment

Q1: Are they vulnerable group?
Define Vulnerability

categories?

Q2: Issues for consideration? Yes No Recruitment / IC process

What are? v Undue inducement
Undue influence
(Inappropriate/ Unethical process)
Benefit/Risk assessment
No direct benefit / minimal risk
? Possible social benefit
( new knowledge)
(Deception & Maleficence)
Justice
Bias/COI? selection

Assoc. Prof. Siriporn Pitimana-aree, MD.




Points to learn

The Tuskegee Experiment
Yes | No

Assoc. Prof. Siriporn Pitimana-aree, MD.
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Research study in vulnerable group
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Assoc. Prof. Siriporn Pitimana-aree, MD.
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Research study in vulnerable group

n1991398 lunganuszuae
LUINIG LUN1SNR5UILASINISIY

# 4 f1lasansliinadsslevilagnseiaguniweiaalag
faeil Aanandes laAu minimal risk vi3e enveusi@ldlunseu
finni1 minimal risk Wgadniee
# 5 anvaradashiaunsalianudusaula
FosvpoygInanyananamAduumunureUsTIM
Tunsdimdwdin desvemnuBusenangunasosiianiyain

assent GU’eJ\‘iLﬁﬂ

Assoc. Prof. Siriporn Pitimana-aree, MD.




Research study in vulherable group
Take home message

Research in vulnerable persons

> ldentify & define

Vulnerability state (Temporary / Permanent)
& Issues of consideration

> Implement
Protective measures based on vulnerability issues
Include an awareness of this issue
both IRB & investigators = .
l\ a LN
l.llm'm'JJ'"I

Assoc. Prof. Siriporn Pitimana-aree, MD.
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Research study in vulherable group
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Questions?

Assoc. Prof. Siriporn Pitimana-aree, MD.




