
Talking Points: Intervention Sites 

 

1. Our center has committed to participate in a clinical trial funded by the NIH. 

2. I will serve as the Site PI. 

3. Our Site Research Coordinator(s) will be _______________________. 

4. The trial is designed to find out whether or not a recently validated screening tool 

can improve the accuracy of our decisions to launch or forgo child abuse evaluations 

in our young, acutely head-injured patients admitted for intensive care.   

5. You are being asked to participate in this trial because you make such decisions. 

6. The screening tool comes in the form of a clinical decision rule.  

7. I’ll talk more about this decision rule a bit later, but first let me describe the clinical 

trial itself and your role in that trial. 

8. We’re calling this multicenter study the “CDR Implementation Trial.” 

9. Specifically, we will be part of a stratified cluster randomized trial at eight U.S. 

PICUs.   

10. At the four sites randomly assigned to serve as control sites, PICU and child abuse 

providers will practice “screening as usual” for abusive head trauma. 

11. At the four intervention sites, active strategies designed to promote your acceptance 

and application of the new screening tool will be deployed. 

12. Our site has been randomly assigned to the intervention arm of the trial.  

13. The study protocol does not require that you ask any questions, order any tests, 

request any consultations, capture any additional patient-related data, or make any 

reports of suspected child abuse that—in your own clinical judgment—fall outside 

the scope of your standard patient care. 

14. Our involvement in this study should last 36 months, but could be extended to 42 

months. 

15. We plan to launch the CDR Implementation Trial on July 1st. 

16. If you take part in this research, your responsibilities over the course of the study will 

include the following: 

a. Completing a brief (less than 15 minutes) online training about the 

validated screening tool and this clinical trial. 

b. Reading—and acknowledging receipt of—brief, monthly, “booster training” 

emails designed to reinforce and expand your understanding of the 

screening tool and this trial. 

c. Completing brief (less than 5 minutes), iterative, online surveys—seven in 

all—regarding your evolving impression of the acceptability of the 

screening tool. 

d. Applying the screening tool on every eligible patient, and actively 

considering its recommendations 

e. Providing information to the Research Coordinator about your decisions to 

launch or forgo child abuse evaluations in your eligible patients 



f. Verifying the accuracy of historical, clinical, and radiological data captured 

the Research Coordinator regarding your eligible patients 

g. Participating in brief (less than 30 minutes), iterative, “information sharing 

sessions”—four total—to discuss local barriers to screening tool 

application, and… 

h. Participating in a brief (<15 minutes) telephone conversation at the end of 

the trial 

17. Based on preliminary studies, we predict that accurate and consistent application of 

this validated screening tool could… 

a. Lower evidence-based estimates of “missed” or “unrecognized” abusive 

head trauma 

b. Increase the percentage of patients with abusive head trauma who are 

thoroughly evaluated for abuse 

c. Increase the percentage of patients with non-abusive head trauma who 

are not evaluated for abuse,  

d. Increase the diagnostic yield of completed abuse evaluations, and… 

e. Decrease the overall percentage of young, acutely head-injured PICU 

patients who are evaluated for abuse 

18. The Research Coordinator and I will work diligently to minimize the impact of study 

participation on your direct patient care activities. 

19. For both you and your eligible, acutely head-injured patients, this will be a strictly 

observational study. 

20. We’re going to ask you to apply the decision rule and to actively consider its 

recommendations.  Then we’re going to observe how you think, and what you 

decided to do. 

21. The only significant risk associated with your participation in this study is the 

inadvertent disclosure of your specific clinical practices related to the application of 

the screening tool, and/or your reasons for rejecting its recommendations, if and 

when you do so. 

22. You may choose to NOT participate in this trial, or choose later to stop participating. 

23. Once the trial has concluded, our site—and the other three intervention sites—will 

conduct a 12-month sustainability trial in which implementation strategies will be 

systematically omitted one-by-one in an effort to discern their relative importance to 

sustainability.  

24. The combined clinical trial and sustainability trial will last 36 to 42 months. 

25. Now, back to the screening tool itself. 

26. The screening tool comes in the form of a clinical prediction or decision tool. 

27. To refresh your understanding, a clinical prediction rule is an evidence-based tool 

that measures and then combines the predictive contributions of various test results 

or clinical findings to estimate or predict the probability of a diagnosis, prognosis, or 

response to therapy for an individual patient. 

28. A clinical prediction rule rises to the level of a clinical decision rule when its 

predictions are used to guide a specific clinical decision. 



29. We will be applying the rule as a decision rule—a decision rule designed very 

specifically to perform as a sensitive screening tool for abusive head trauma. 

30. Applied at the time of PICU admission, our decision rule reads as follows:  “Every 

acutely head-injured infant or young child hospitalized for intensive care presenting 

with any one or more of these four predictor variables should be considered “high 

risk” and thoroughly evaluated for abuse: [1] Any clinically-significant respiratory 

compromise at the scene of injury, during transport, in the emergency department, 

or prior to admission; (2) Any bruising of the ear(s), neck, OR torso; [3] Any subdural 

hemorrhage(s) or fluid collection(s) that are bilateral OR involve the interhemispheric 

space; and (4) Any skull fracture(s) other than an isolated, unilateral, non-diastatic, 

linear, parietal skull fracture.” 

31. Very likely, you are thinking: “Of course I would work up a child for abuse if he or she 

presented to the PICU with these findings.” 

32. But please note that the rule is recommending an abuse evaluation if and when your 

acutely head-injured patients present with any one or more of these four findings.   

33. Applied accurately and consistently, the rule achieved 96% sensitivity in its 

multicenter, derivation and validation studies. 

34. I would also ask you to note that the decision rule makes no recommendations 

whatsoever regarding your “lower risk” patients who present with none the rule’s four 

predictor variables.  For these patients, you must rely on your own experience and 

intuition to decide whether or not to work them up for abuse. 

35. By the way, victims of motor vehicle accidents—and patients three years of age or 

older—are excluded.  You will not be expected to apply the decision rule to those 

patients. 

36. I will now distribute badge cards printed with this clinical decision rule, so that you 

can have it at your fingertips when you need it. 

37. To answer your potential questions about the decision rule, I will also distribute a 

summary of preliminary results and analyses. 

38. Finally, let’s each take a few minutes to review the data forms that will be used 

throughout the trial.  During the clinical trial itself, we will be completing all five data 

forms.  During the subsequent, twelve month sustainability trial, we will only be 

completing data forms two, four and five. 

39. Finally, I will distribute consent forms for each of you to read and sign, if you have 

decided to participate. 


