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Tt is much easier to default to minimum

In P ractice: standards than actual engagement.
But is this truly ethical?

SCIENCE ADVANCES | RESEARCH ARTICLE

HUMAN GENETICS

Identifying a living great-grandson of the Lakota Sioux
leader Tatanka lyotake (Sitting Bull)

1da Moltke'!, Thorfinn Sand Korneliussen®*!, Andaine Seguin-Orfande®**%, J, Victor Moreno-Mayar?, Zine
Ernie LaPointe®, William Billeck’, Eske Willersfey™**'% R

MATERIALS AND METHODS 27 October 2021
Ethics statement 5
“We note that permission or consent for the study was not sought from the Standing Rock Sioux A
Tribe, which would be the modern-day tribe of Sitting Bull. However, the Tribal Chair and the
 Tribal Historic Preservation Officer of the Standing Rock Sioux Tribe were informed of the
- study and its results in August 2020 via email. They have not replied.
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Roles of Patient Advocacy Groups in the
Clinical Trials Continuum

Characterize unmet need, therapeutic burden, meaningful endpoints, e
= 4 risk/ benefit tolerance and preferences, study design, Organizational

assets (e.g. patient registry, bio-repository, disease specific tools,

PFDD, ete.)

y w Development of eligibility criteria, consent forms, target recruitment,
4 study steering committees e
o M Development of eligibility criteria, consent forms, recruitment, study Sk
L steering committees : :
Y Study Conduct Data Safety Monitoring, Patient feedback ‘
‘i:w Return study results to patients, internal COMMS, media,
- presentations
Regulatory FDA Advisory Committee, OPH, FDA Listening Sessions,
‘ Congressional outreach ik
3 w Insurance surveys, PAS design (community expectations), po
_ market surveillance initiatives, share information with commu

real world evidence, patient support from EAP to marke
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€ ch on schizophrenia, ethnic migration,
“and population inbreeding. Tribe members
1ed consent with broad language to “study
causes of behavioral/medical disorders,”
‘but would not have consented to these specific
upai tribe filed a lawsuit in 2004 over
use of genetic samples and lack of
informed consent.,
suit settled in April 2010, which included  Havasu Falls, S8
tary compensation and return of samples "~ Photoby

JAES ASETe b G National Park Service,
eavasupal tribe. Py T M. Quinn.
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Not Just Protecting Participants:
What are we protecting?

“Human” Research Protection Program
Only the research participants.

“Human Research” Protection Program
Everything involved in conducting research with humans.
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Not Just Protecting Participants:
What is the mission of a HRPP?

What if PROTECTION means:

Advancing the conduct of ethical science to develop
knowledge that will improve the human condition.

Human Research Advancement Program
Include everything involved in
conducting research with humans.
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