CCRA Practice Test Questions and Answers

1. Define pharmacokinetics.

A) Via Web

B) The monitoring guidelines are ICH-GCP Guidelines and FDA Guidelines
C) The study of drug movement throughout the body

D) The normal care provided per the sites guidelines

2. Who is present when a SIV occurs?

A) Clinical research organization
B) Oncology, Cardiology, General Medicine
C) During a SIV the PI, Sub I, SC, and other key staff are present.

D) Any untoward event that may or may not be related to the study drug that was not originally
identified within the subjects medical history

3. An IP 'expiry date extension' means:

A) The protocol enrollment period has been extended

B) The sponsor has performed additional stability testing and obtained regulatory approval to
extend the product's use-by date

C) The site can continue using expired IP if no new supplies are available
D) The IRB has approved additional drug use beyond the original period

4. Standard of care (SOC) is defined as.

A) To monitor clinical trials

B) Clinical monitor, trial monitor, or site manager

C) The monitoring guidelines are ICH-GCP Guidelines and FDA Guidelines
D) The normal care provided per the sites guidelines

Answers: 1-C 2-C 3-B 4-D
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