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1) Have any data been collected for this study already?

It's complicated. We have already collected some data but explain in Question 8 why readers may consider this a valid pre-registration nevertheless.

2) What's the main question being asked or hypothesis being tested in this study?

Will exposure to an empathy training course produce a durable improvement in perception of empathy among emergency care providers

3) Describe the key dependent variable(s) specifying how they will be measured.

The Jefferson Physician Scale of Empathy (JSE) for physicians and the Jefferson Scale of Patient Perception of Physician Empathy (JSPPPE) from patients

cared for by the physicians.

4) How many and which conditions will participants be assigned to?

Using a nonequivalent pre-post control group design, resident physicians in emergency medicine from three programs (Indiana University IN, Hennepin

County MN, Sinai Grace MI) were exposed to a two hour training intervention (the empathy course) and are compared with resident emergency physicians

from three control programs (University of Mississippi, Detroit Receiving Hospital, John Peter Smith Hospital, TX). We obtained JSE and JSPPPE scores prior

to the intervention and then 2-6 months later in both the intervention groups, and in the control group, which received no intervention.

5) Specify exactly which analyses you will conduct to examine the main question/hypothesis.

The primary comparison will be the change in JSPPPE scores from pre to post, comparing intervention to controls. The secondary comparison will be the

change in JSE scores.

6) Describe exactly how outliers will be defined and handled, and your precise rule(s) for excluding observations.

Physicians who did not wish to participate were excluded. 

Not all physicians for whom the JSPPPE was obtained at baseline in the intervention group had the empathy course. These individuals will be analyzed

separately. 

A randomly selected subgroup of physicians in the intervention group also received motivational texts at the beginning of each shift in the subsequent

month designed to enhance their perception of empathy. This subgroup will be analyzed with a nested analysis.

7) How many observations will be collected or what will determine sample size? No need to justify decision, but be precise about exactly how the

number will be determined.

We hypothesize a 2 point improvement in JSPPPE and JSE in the intervention group. Assuming no difference at baseline, and using previous data collected

from emergency care patients, we expect the mean JSPPPE to be 37 (sd = 7), and for a 2 point increase in post JSPPPE scores with 80% power and 5% error

requires N=30 residents with pre and post JSPPPE scores in the control and intervention groups.  The primary analytical plan will be approached using both

univariate measures (paired t-test) as well as mixed effects modeling, and nested repeated measures ANOVA.

8) Anything else you would like to pre-register? (e.g., secondary analyses, variables collected for exploratory purposes, unusual analyses planned?)

We will also measure the Trust In Physicians scale and compare results by gender and race for both providers and patients.
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