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5) The advantage of randomization in a therapeutic trial is best described as

a. Patients with known factors that may bias results tend to be equally distributed to the various treatment groups of the study

b. The various groups formed from randomization tend to follow an intention-to-treat protocol

c. Randomization tends to distribute equally to the various treatment groups, known and unknown patient factors that may bias the results
d. Randomization is designed to prevent the influence of bias on results on the new treatment arm of the study

6) The meaning of “follow-up being sufficiently long and complete,” includes
a. Patient care issues as applied to clinical research should have clear and reproducible end points and be sufficiently tallied within a 95% confidence interval

b. Clinical outcomes have occurred early enough in the course of the study to permit an accurate count of compliant study participants

c. Protocol-adherent participants and their outcomes have been recorded after a sufficiently long time to detect the desired clinically relevant protocol-defined primary outcome 

d. Adequate time is built into the protocol for detection of the clinically relevant outcome and participants and their outcomes have been accounted at the conclusion of the study

7) Some of the reasons follow-up not being “sufficiently complete”  may bias the results, include
a. Sufficient numbers of patients who decide to stop taking the assigned treatment (either the new therapy or placebo) do not follow up and thereby bias the results toward the new therapy over the placebo

b. Patients randomized to the new therapy group and do not take the therapy but do follow up,  have to be reclassified as members of the placebo group
c. The more patients who are lost to follow up and about whom outcome data is missing, the less confident one can be of either the magnitude or direction of the results

d. If more than 20% (but less than 30%) of patients lost to  follow up were among those who were assigned to the new-therapy group, the resulting bias can be expected to increase the magnitude and direction of results towards the placebo group
8) Intention-to-treat analysis of results is also referred to as “analyze what you randomize.”  In a study comparing amoxicillin and placebo, why should a patient randomized (double blind) to the amoxicillin group and who does not take the medicine, not be analyzed as if he were in the placebo group (according to intention-to-treat analysis)?
a. The patient violated the protocol and should be removed from analysis to prevent bias
b. The patient did not adhere to the prescribed treatment regimen and should be analyzed in a fashion that would classify the patient as “lost to follow up

c. The patient is not lost to follow up and is technically a member of the placebo group.  Due to non-compliance with the protocol, the patient should not be analyzed in the placebo group, but should be analyzed in a third “intention-to-treat” group

d. The patient should not be analyzed in the placebo group, but rather in the treatment group to which the patient was randomized, because intention-to-treat analysis attempts to mirror conditions likely to occur in a typical clinical venue
