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1. Costs increasing 

2. Workload increasing due to overly 

complex study protocols and 

regulatory hurdles 

3. Start up times increasing 

4. Enrollment decreasing 

5. Investigators dropping out of clinical 

research 

6. Innovative and important questions 

are becoming increasingly rare 

 

 

 

 

Challenges 



Clinical Trial Cost Estimates ($US) 
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1. Site overhead fees (30-50%) 

2. Monitoring 

3. Contract negotiations and delayed 

site activation 

4. Investigator meetings 

5. Research coordinator salaries + 

benefits 

 

 

 

 

 

Increasing Costs 



1. Study protocols require undue amount of 

work and are not in keeping with clinical 

practice 

2. Case report forms too long, excess data, 

number of visits 

3. On-site data monitoring 

4. Regulatory documentation overwhelming 

for centers: unrealistic amount of work that 

does little to enhance validity or integrity of 

the trial 

 

 

 

 

 

 

Increasing Complexity 


