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* Risk/benefit analysis

o Are the risks reasonable, minimized, and
justified by the potential social value of

the trial?

o Is there a system of compensation for
injury?

o Have independent expert reviews been
conducted?

* Informed consent process

o lIs there a robust informed consent pro-
cess?

o Is the level of compensation adequate
but not undue?

o Is the right to withdraw respected (given
constraints based on safety)?

*  Vulnerability

o Are vulnerable populations protected
*  Community consideration

o lIs there a plan for community engage-

ment?
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Ethics panel blocks proposed Zika vaccine research. By
Helen Branswell. February 28 , 2017. https://www.
statnews.com/2017/02/28/zika-vaccine-ethics-panel/
(19 7 4.9.2561]

Ethical Considerations for Zika Virus Human Challenge
Trials. Report & Recommendations February 2017.
https://www.niaid.nih.gov/sites/default/fles/EthicsZika-
HumanChallengeStudiesReport2017.pdf [141¢ 22
W.8. 2560]
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An N.Y.U. Study Gone Wrong, and a Top

Researcher Dismissed
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An N.Y.U. Study Gone Wrong, and a Top Research-
er Dismissed. By Benedict Carey. JUNE 27,

2016. The New York Times. [https://www.nytimes.
com/2016/06/28/health/nyu-cannabis-ptsd-psychiatry.
html]

NYU Studies Stopped After ‘Violations’ Exposed, Pl Re-
signs Medscape. By Megan Brooks June 30, 2016
[https://www.medscape.com/viewarticle/865600]

2016 > Alexander Neumeister 2/19/16. [https://www.fda.
goV/ICECI/EnforcementActions/WarningLetters/2016/
ucm493086.htm]

Drug Trial Scandal at N.Y.U.? What We Know [http://

blogs.discovermagazine.com/neuroskep-
tic/2016/06/29/scandal-at-n-y-u-what-we-know/#.
WIMrAHmYNdg]
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