APPLICATION EXERCISE

Session #8
1-27-14
DIAGNOSIS – VALIDITY
You wish to submit to the IRB (institutional review board) a diagnostic test research protocol to determine the accuracy of focused abdominal CT in diagnosing appendicitis in children and adolescents
1. Choose among the following for the most methodologically sound approach to developing a patient participant group(s)
a. This will be a prospective cohort study of children and adolescents who have obvious clinical findings for acute appendicitis, and healthy children and adolescent controls 
b. This will be a prospective cohort study of children and adolescents who have obvious clinical findings for acute appendicitis 
c. This will be a prospective cohort study of children and adolescents who have equivocal clinical findings for acute appendicitis
d. This will be a prospective cohort study of children and adolescents who have no clinical signs of acute appendicitis, but do have clinical signs of other abdominal-pain diagnoses
2. Choose among the following choices for the most appropriate approach to evaluating the diagnostic accuracy of CT
a. All children will undergo both CT and laparotomy
b. All children will undergo CT.  Those who test positive will undergo laparotomy.  Those who test negative will be presumed not to have appendicitis
c. All children will undergo CT.  Those who test positive will undergo laparotomy.  Those who test negative will be re-tested with CT.  Those who again test negative will be presumed not to have appendicitis
d. All children will undergo CT. Those who test positive will undergo laparotomy.  Those who test negative will have periodic telephone follow-up over 2 weeks 
3. Choose among the following choices for the most methodologically sound approach to CT interpretation
a. The radiologists who interpret the CT studies will be made aware of all clinical data and the presumed diagnosis
b. The radiologists who interpret the CT studies will be blinded to all clinical data and the presumed diagnosis 
c. The investigators who perform the clinical exam will interpret the CT studies
d. Both the radiologists and the investigators who perform the clinical exam will interpret the CT studies but both will be blinded to each other’s CT diagnosis
