STUDY IMPACTS &
STATISTICAL SIGNIFICANCE

COVID-19 STUDY DESIGN

Many different designs and approaches needed
depedning on your product

COMPROMISED POPULATIONS

Populations such as the elderly, or at risk
populations may affect study

SELECTION OF STUDY ENDPOINTS

Endpoints should be consistent with FDA
guidance, product, and disease status

FDA GUIDELINES

New FDA guidelines & requirements create
further changes to study protocol & design

PAUSED TRIALS

Programs delayed and delayed product
releases

RECRUITMENT CHALLENGES

Patient recruitment challenges due to travel
restrictions patient desire to participate

SITE REQUIREMENTS

Increased site documentation emphasizing
patient safety & internal policies



