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Accreditation Statement

All individuals in control of the content of continuing education activities
provided by the Annenberg Center for Health Sciences at Eisenhower
(ACHS) are required to disclose to the audience all relevant financial
relationships related to the content of the presentation or enduring material.
Full disclosure of all relevant financial relationships will be made in writing to
the audience prior to the activity. All other staff at the Annenberg Center for

Health Sciences at Eisenhower and RhAPP have no relationships to
disclose.



Faculty Disclosures

» Speakers Bureau: Eli Lilly



ODbjectives

By the end of today’s session, the learner should
be able to:

1.
2.
3.

DIScuss various types of study designs

Review the interpretation of clinical trials
Distinguish the difference statistical and clinical
significance




THE WHY

WHY ARE YOU HERE TODAY?



THE WHAT / Study Design

v/

Prospective Retrospective

Subjects followed forward in time Investigators look back in time
Endpoints are measured and analyzed Endpoints occurred in the past
in future

Herring, Charles, and Abby Harris. Quick Stats Basics for Medical Literature Evaluation. Sixth ed.



THE WHAT / Study Design

https://himmelfarb.gwu.edu/tutorials/studydesign101/
Herring, Charles, and Abby Harris. Quick Stats Basics for Medical Literature Evaluation. Sixth ed.



THE HOW / Clinical Trial Interpretation

« Superiority Trials
— Test efficacy of experimental agent to control
* Placebo or a standard of care

— When endpoints are ratios (RR,0OR,HR)

* 95% CI excludes 1: statistically significant
* 95% CI includes 1: not statistically significant

— When endpoints are differences (ARR,ARI,RRR,RRI)

» 95% CI excludes O: statistically significant
* 95% ClI includes 0: not statistically significant

Herring, Charles, and Abby Harris. Quick Stats Basics for Medical Literature Evaluation. Sixth ed.



THE WHAT / Study Design

* Non-inferiority Trials
— Test efficacy of experimental agent to standard of
care
— Pre-defined non-inferiority margin
* based on previous studies
- Smallest value considered clinically meaningful

Herring, Charles, and Abby Harris. Quick Stats Basics for Medical Literature Evaluation. Sixth ed.



THE WHAT / Study Design

* Internal Validity
— How well study was conducted

» External Validity
— How well study can be applied to other groups

Herring, Charles, and Abby Harris. Quick Stats Basics for Medical Literature Evaluation. Sixth ed.



THE WHAT / Study Design

* Things to consider
— Study limitations
— Side effects
— Access



THE WHEN

Statlstlcal Significance

| Clinical Significance




THE WHO

What Is Evidence-Based Medicine?

Clinical
Judgment

Sackett DL, et al. BMJ. 1996;312(7023):71-72.

https://guides.himmelfarb.gwu.edu/ebm
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