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Welcome to all our new residents and fellows! On behalf

of the Research Department and the IRB, we want to extend
our assistance and support as you work on your research
endeavors and scholarly activity.

There are many educational opportunities for Ascension

St. John personnel at all levels of training. For residents and
fellows, there will be a lecture given to every program
regarding the research process, support available to you
and research compliance. For faculty investigators and
staff, we will be offering a series of lunchtime learning
sessions during the upcoming year.

New trainees, please stop by the library and meet our
librarians, Karin and Debbie. They provide assistance to
you with literature searches and with obtaining copies of
articles that are not in our electronic collection.

During 2018-19, Ascension St. John Hospital had over 150
publications in journals indexed in PubMed. These include
journals such as the Journal of the American Medical
Association (JAMA) and the Journal of the American College
of Cardiology. I hope that we will all keep up this fantastic
research scholarship in the coming year.

Research compliance is an especially important topic that
we review every year. Patient data should never be
removed from hospital premises, stored on the hard
drive of a personal computer or emailed without
encryption. HIPAA violations are costly to our patients,
our reputation and to our hospital finances! If you have any
questions about how to safely handle research data, please
feel free to contact me.

Once again, welcome!

Dr. Susannav S gpunar

Director, Biomedical Investigations and Research

Susan.szpunar@ascension.org
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Fast Stats

Superiority, Equivalence and Non-Inferiority

When you are reading a journal article about a randomized
controlled clinical trial (RCT), you will come across the

words “superiority”, “equivalence” and “non-inferiority.”
So, what's the difference?

1. Superiority trials: Superiority trials are the types of
RCTs that we are most familiar with. The goal in these
studies is to determine if an experimental treatment is
superior to a placebo or to an existing treatment. The
primary objective is to determine the magnitude of
increased benefit of the experimental intervention over
standard therapy on effectiveness outcomes.

2. Equivalence trials: These RCTs seek to determine that
an experimental treatment is “neither better nor
worse” (beyond a pre-specified margin) than the
standard.

e These trials require an a priori definition of the
smallest difference in outcomes between the
interventions that patients would consider large
enough to justify a preference for the superior.

o For the researchers to claim equivalence, the
confidence interval (CI) for the estimated
treatment effect at the end of the trial should
exclude that difference.

3. Non-inferiority trials: These RCTs try to establish
whether an experimental treatment is “not much
worse” than a standard treatment, i.e. not so inferior
that it would cause a concern. Non-inferiority is of
interest if the new intervention has some other
advantage, such as lower costs or fewer side effects, that
mitigate the trade-off in effectiveness.

Remember that one of the determinants of sample size is
the magnitude of the difference you are trying to detect.

In both equivalence and non-inferiority trials, the
magnitude of the difference will be very small, so these
studies typically require large sample sizes. Thus, they are
often multi-site, even multi-national studies.
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Ascension St. John Kudos!

Dr. Riad Khatib retired from Ascension St. John Hospital after 29 years of service.

Dr. Khatib led the Infectious Diseases division from 1991 to 2011. He established the Infectious
Diseases Fellowship program at Ascension St. John Hospital, training 32 fellows over the span
of 25 years.

Dr. Khatib was a dedicated researcher, making a substantial contribution to the medical
literature on infectious diseases. He authored more than 100 original research papers and
presented more than 200 abstracts at national meetings, many with trainees.

Dr. Khatib has touched the lives of many trainees, colleagues and patients. While he will be
g, £ terribly missed, we hope that Dr. Khatib will have a healthy, happy retirement.
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Please inform the Research Department of any publications, including abstracts.
We will enter them into our database. Send information to Susan Szpunar or Alice Mar.
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Institutional Review Board Updates

Changes in Research:

Federal regulations (21 CFR 56.108(a)(3) and 45 CFR
46.103(b)(4) and hospital policies require “prompt
reporting to the IRB of changes in research activity.” The

completion of a study and changes in research personnel
are examples of changes in research activity.

IRB Process Update:

Research activities limited to changes in study team
members will be reviewed within one business week. PI
changes for more than minimal risk studies are reviewed at
a convened meeting. To facilitate processing these changes,
ensure that all study team members have current CITI
training.

Regulatory Update:

In July 2019, the FDA released a draft document E8(R1)
General Considerations for Clinical Studies (https://

www.fda.gov/regulatory-information/search-fda-guidance-
documents/e8rl-general-considerations-clinical-studies).

This document focuses on designing quality into clinical
trials. “Quality” is defined as “fitness of purpose”, i.e. that
the study is designed such that high-quality, reliable
information is generated. The FDA welcomes public
comments to this draft by September 30, 2019.

Did you know?

The Belmont Report is one of the leading works
concerning ethics and health care research. Its primary
purpose is to protect subjects and participants in clinical
trials or research studies. This report consists of 3
principles: beneficence, justice, and respect for persons.

Beneficence: The philosophy of “do no harm.”

Justice: Ensure that reasonable, non-exploitative and
well-considered procedures are administered fairly — the
fair distribution of costs and benefits to potential research
subjects.

Respect for persons: Protect the autonomy of all people
and treat then with courtesy and respect — allowing for
informed consent.

August, 2019

Page 3

Upcoming CME Events

¢ November 6,2019
¢ December 4, 2019
¢ March 26,2020
¢ April 29, 2020

¢ June 3, 2020

Family Medicine Seminar
Hematology & Oncology Seminar
Radiology Seminar

Pediatric Seminar

Nephrology Seminar

Physicians wishing to complete their mandatory
requirements for CME go to WWW.MI.CME.EDU to access
the courses.

For information about the CME program at Ascension
St. John Hospital, click here:

http://www.stjohnprovidence.org/sjhmccme

Consent for Case Reports

Many journals now require that patients or

their legally authorized representatives

provide consent for a case report. This is a relatively new
trend, resulting primarily from evolving information
technology and social media that make it easier to identify
people with very little information.

At Ascension St. John Hospital, we have published
guidelines for obtaining informed consent for a case
report as well as a standard case report consent form and
a consent for photography or videos, if needed.

The policy and forms can be found on PolicyStat at
https://ascensionsemichigan.policystat.com/.

Once you access PolicyStat, search for “informed consent
for case reports.” The policy and forms are also available
on the research page on the intranet https://

medicaleducationsjp.com/medical-education .

Because it is often difficult to contact patients or their
families after they leave the hospital, if you are caring for a
patient and think there is a possibility that you will write
a case report, please obtain the consent while you are with
the patient. If you don’t use it, that’s okay. But, if you
decide to write a case report, you have saved yourself the
hassle of trying to track down the patient later.
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Cryptoquiz—the definition of RESEARCH.

Research is:
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Research Staff
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Susanna Szpunar, PhD Director of Biomedical Investigations
& Research 313-343-7838

Deborah LaBuda Administrative Asst. II
313-343-3802

25 49

Lee Bowen, MPA, CIP, CHRC IRB Coordinator
313-343-3863

Karen Hagglund, MS Clinical Scholar
313-343-7384
I o _/ Alice Mar, BA Clinical Scholar
DRug ON MICE, Nobopy 313-417-0599
NoTlcep ANY SIDE™
FPECIE) Shelby Miller, MPH Clinical Scholar

313-343-7469

Kathleen Riederer, MT, ASCP Research Scientist, ID Lab
313-343-3746/3-3741

/A ™ Othuke Abada, MS IRB Research Assistant
%W , 313-343-7224
S
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