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Tiffany Schwasinger-Schmidt, MD, PhD, FACP has conducted 
clinical trials research as principal investigator for the following 
pharmaceutical companies over the last twelve months:

ÅAllergan

ÅEisai

ÅLundbeck

ÅJanssen

ÅSAGE pharmaceuticals

ÅSarepta

ÅCorcept

ÅBoehringer Ingelheim

ÅAstra Zeneca

ÅSanofi
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All clinical trial and study contracts were with and payments 
were made to the University of Kansas Medical Center Research 
Institute, which is a research institute affiliated with Kansas 
University School of Medicine-Wichita (KUSM-W).



Overview
ÅBrief history of human subject research

ÅEthics in clinical research

ÅOverview of clinical trials

ÅVaccine benefits in a pandemic

ÅFast tracking research and 
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ÅEthics in vaccine distribution

ÅVaccine testing in vulnerable populations
Image obtained from: https://www.cdc.gov/media/dpk/diseases-and-
conditions/coronavirus/coronavirus-2020.html



Human Research:
Where it Went Wrong

Image obtained from: 
https://www.coxhealth.com/research/



Human Experimentation During the Holocaust

ÅNuremberg trials in 1945-1949
Å24 German physicians

ÅCrimes against peace

ÅCrimes against humanity

ÅNuremberg code in 1948
ÅVoluntary consent of human 

subjects is essential

Wilhelm List at the Nürnbergtrials. EncyclopædiaBritannica. 
https://www.britannica.com/event/Nurnberg-trials#/media/1/422668/244046. Accessed 
February 28, 2021

https://www.britannica.com/event/Nurnberg-trials#/media/1/422668/244046


Tuskegee Syphilis Study

ÅUS Public Health Service 1932-1972

Å600 low-income African American males in 
Macon County Alabama

Å399 infected with syphilis 

ÅGoal was to track disease progression

ÅPenicillin available in 1947

Å28 participants died from syphilis

Å100 participants died from related 
complications

Å40 spouses contracted the disease

Å19 children born with the disease
A man receiving treatmentin the Tuskegee Syphilis Study. The National 
Archives. Image obtained from: https://www.history.com/news/the-
infamous-40-year-tuskegee-study



Willowbrook Hepatitis Studies

ÅHepatitis inoculation in disabled children from 1956-1974
Å700 children ages 3-10

ÅTrack the development of infection

ÅTesting of gamma globulin

ÅCoercion in research
ÅParents were not fully informed

ÅRisk and benefits of research
ÅNo benefit to the children 

A postcard of the school, picturing the Administration building. Image obtained from: 
https://en.wikipedia.org/wiki/Willowbrook_State_School



Changes to Protect 
Human Subjects

Image obtained from: 
https://manchesterbmhstudents.wordpress.com/2019/08/14/professional-
progression-with-pharmaceutical-industrial-advanced-training/


