
Cancer Genetics

Levels of Evidence Document
Evidence Related to Screening

1. Evidence obtained from at least one well-designed and well-conducted randomized controlled trial.

2. Evidence obtained from well-designed and well-conducted nonrandomized controlled trials.

3. Evidence obtained from well-designed and well-conducted cohort or case-control analytic studies, preferably from more than one center or research group.

4. Evidence obtained from multiple time series, with or without intervention.

5. Opinions of respected authorities based on clinical experience, descriptive studies, or reports of expert committees.

Evidence Related to Cancer Prevention

1. Evidence obtained from at least one well-designed and well-conducted randomized controlled trial that has:

a. A cancer endpoint.

i. Mortality

ii. Incidence

b. A generally accepted intermediate endpoint (e.g., large adenomatous polyps for studies of colorectal cancer prevention).

2. Evidence obtained from well-designed and well-conducted nonrandomized controlled trials that have: 

a. A cancer endpoint.

i. Mortality 

ii. Incidence

b. A generally accepted intermediate endpoint (e.g., large adenomatous polyps for studies of colorectal cancer prevention).

3. Evidence obtained from well-designed and well-conducted cohort or case-control studies, preferably from more than one center or research group, that have: 

a. A cancer endpoint.

i. Mortality

ii. Incidence

b. A generally accepted intermediate endpoint (e.g., large adenomatous polyps for studies of colorectal cancer prevention).

4. Ecologic (descriptive) studies (e.g., international patterns studies, migration studies) that have: 

a. A cancer endpoint.

i. Mortality

ii. Incidence

b. A generally accepted intermediate endpoint (e.g., large adenomatous polyps for studies of colorectal cancer prevention).

5. Opinions of respected authorities based on clinical experience or reports of expert committees (e.g., any of the above study designs using invalidated surrogate endpoints).

Evidence Related to Treatment

1. Evidence obtained from randomized controlled trials.

2. Evidence obtained from nonrandomized controlled trials.

3. Evidence obtained from cohort or case-control studies.

a. Total mortality (or overall survival from a defined time).

b. Cause-specific mortality (or cause-specific mortality from a defined time).

c. Carefully assessed quality of life.

d. Indirect surrogates.

i. Disease-free survival.

ii. Progression-free survival.

iii. Tumor response rate.

4. Evidence from ecological, natural history, or descriptive studies.

5. Opinions of respected authorities based on clinical experience, descriptive studies, or reports of expert committees.
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