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Table I. Type of Study

1. observational study

1) case series study

2) cross-sectional study
3) longitudinal study
a) case-control study

b) cohort study (prospective, retrospective, historical)

c) nested case-control study
2. intervention study (trial)
1) controlled study
a) parallel (randomized, non-randomized)
b) sequential (self-controlled, cross-over)
¢) historical control

2) uncontrolled study
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Table Il. Commonly used individual endpoints and study endpoints

Individual endpoint

Study endpoint

death

proportion surviving (so-called "survival rate")

(proportion of survivors)

mortality

duration of survival / time to death

survival (distribution)

recurrence

proportion of recurrence (so-called "recurrence rate")

duration of relapse-free survival

/ time to recurrence

relapse-free survival (distribution)

[

(objective tumor) response

(objective tumor) response rate

toxicity

[

[

toxicity spectrum
dose-limiting toxicity

maximum tolerated dose

adverse event (complication)

morbidity

diagnosis of cancer

prevalence, incidence

test positive for diseased subjects

test negative for non-diseased subjects

sensitivity

specificity
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