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The COVID-19 pandemic has put a spotlight on medical 

research in ways that many of us have never 

experienced. When you turn on your television or radio, 

you are bombarded with news or public service 

announcements on topics such as clinical trials, FDA 

approvals, adverse events, informed consent and the 

Tuskegee study.    

As a medical or research professional, friends and 

family may be turning to you with questions about 

clinical trials, research and Tuskegee.  This is an 

opportunity for you to help educate others about 

research and about research ethics/human subjects 

protections. 

The foundation of our approach to research ethics is the 

Belmont Report.  This document outlines three basic 

concepts that underlie our system of research ethics: 

Respect for persons:  The personal dignity and 

autonomy of individuals should always be recognized.  

Autonomy is protected by allowing people to make their 

own informed decisions (Informed Consent, Privacy 

Protections). 

Beneficence:  Maximize benefits and minimize risks 

(study design; risk: benefit ratio; competent 

investigators) 

Justice:  Benefits and burdens are distributed fairly 

(selection of subjects; recruitment).  

The Code of Federal Regulations and Institutional 

Review Boards help to operationalize these principles.  

In your role as educator, if you need help in explaining 

research and research protections to a non-medical 

audience, please reach out to the Research Department 

and IRB for helpful materials or advice. 

Best wishes, 

Dr. Susanna Szpunar 

Director, Biomedical Investigations and Research 

Susan.szpunar@ascension.org 

Fast Stats 

It’s great to be normal! 

The normal distribution occupies the central position in 

statistical theory and methods.  So, what’s so special about 

the normal distribution? 

1. The term “normal” does not mean “usual”, “standard” 

or “most common”.   No observable random variable 

follows the normal distribution exactly and many  

variables occurring in normal experience do not tend 

to follow the normal distribution. 

2. The dominance and usefulness of the distribution lie in 

its convenient mathematical properties, leading  

directly to much of the theory of statistics available for 

practice, its availability as an approximation to other 

distributions and its application to many random  

variables that are either approximately normally  

distributed or can be easily transformed to  

approximate normal variables. 

3. The curve is bell-shaped and has a single peak or mode 

at x=μ (the mean). The area under the curve is 1. The 

points at which the direction of concavity change are 

called inflection points; these are located σ (the  

standard deviation) units above or below the mean. 

4. The Central Limit theorem gives the normal distribu-

tion its critical importance.  The theorem states that 

for random variables from any underlying distribution 

with mean μ and variance σ2,  however non-normal it 

may be, the sampling distribution of the sample mean 

for random samples of size n, is approximately normal, 

and the approximation improves as n increases. 
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QA/QI or Research? 
 

 As defined by the Common Rule at 45 CFR 46.102(d), the term “research” means a systematic investigation involving 

human subjects, including research development, testing and evaluation, designed to develop or contribute to  

generalizable knowledge. 

 As defined by the FDA at 21 CFR 50.3(c), the term “research” means an experiment that involves a test article and one 

or more human subjects. 

 Quality improvement (QI) in health care, unlike research, focuses on translating existing knowledge from research 

into clinical practice to improve the quality of health care for individuals and populations.  

 The key difference between these two concepts is that research studies are intended to create new knowledge 

that can be generalizable to other populations and settings, while QI in health care uses existing knowledge  

to improve health care outcomes within a local health care institution or setting.  

(IOM, 2001; National Strategy for Quality Improvement in Health Care, 2012) 

 

 
 

 

Points to Consider Research QA/QI 

Purpose 

To test an hypothesis OR 
establish clinical practice 
standards where none are 
accepted 

To assess or promptly improve a 
process, program or system; OR 
improve performance as judged 
by accepted/established 
standards 

Goal 
To answer a question or test 
an hypothesis 

To improve performance 

Benefits 

Designed to contribute to 
generalizable knowledge and 
may or may not benefit 
subjects 

Designed to promptly benefit a 
process, program or system and 
may or may not benefit patients 

Risks/Burdens May place subjects at risk 
By design, does not place subjects 
at risk, except for possible loss of 
confidentiality 

Data Collection Systematic data collection Systematic data collection 

End Point Answer a research question Promptly improve a process 

Testing/Analysis 
Statistically disprove an 
hypothesis 

Compare a program/process/
system to an established set of 
standards or to a baseline 

Remember, only the IRB can make the official determination if a project falls under the heading of QA/QI  

or Research.  Don’t make the mistake of assuming that a project is exempt or is “not human subjects 

research” without consulting the IRB. 
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Research and IRB Staff 

Susanna Szpunar, PhD  Director,  Biomedical Inv. & Research  Susan.szpunar@ascension.org 

Deborah Spampinato   Administrative Asst. II   Deborah.spampinato@ascension.org 

Lee Bowen, MPA, CIP, CHRC  IRB Coordinator    Lee.booze-battle@ascension.org 

Karen Hagglund, MS     Clinical Scholar    Karen.hagglund@ascension.org 

Alice Mar, BA     Clinical Scholar    Alice.mar@ascension.org 

Shelby Miller, MPH     Clinical Scholar    Shelby.miller@ascension.org 

Kathleen Riederer, MT, ASCP  Research Scientist, ID Lab  Kathleen.riederer@ascension.org 

Othuke Abada, MS  Clinical Scholar    Othuke.abada@ascension.org 

Natalie Smith, BA  IRB Coordinator    Natalie.smith5@ascension.org 

Casey Hedman, BS  Research Assistant   Casey.hedman@ascension.org 

SEMCME Update 

Fundamentals of Quality Improvement 
Bootcamp Course 

Wednesday, October 13, 2021 
1:00 - 4:30 pm 

Interactive webinar.  Click here to register 

 No upcoming  seminars are currently scheduled. 

 For more information:  https://semcme.org/ 

CME Update 

1st Annual Trauma Conference  

September 22, 2021 

 Contact Nancy DeRita for more information:  

Nancy.derita@ascension.org 

Institutional Review Board Update 

Please go to IRBNet to access the following updated 
forms. 

 Designee Signature Form 

 A3 - Department Head Signature 

 Final CIRB Facilitated Review Form. 

Reminder that all physicians using a humanitarian 
use device (HUD), must complete the CITI training 
HUD modules.  
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