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Agenda Topics 

 Sponsor’s Role and Responsibilities 

 Current Environment 

 Impact of Globalization 

 Quality  In Clinical Trials 

 



- Winston Churchill 

It is no use saying, 

 'We are doing our best.'  

You have got to succeed in doing 

 what is necessary 
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Quality Control 
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Source: http://www.phrma.org 5 

Current Environment 

There is an increased complexity to trial design and conduct. 
 



 

Informed Consent Negotiation 
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Most Commonly Negotiated Sections of the 
ICF/HIPAA  Changes  
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7 Source: www.clinicaltrials.gov (search date: 22 May 2012 

Globalization 

# Studies Worldwide:    126,295 

http://www.clinicaltrials.gov/
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? Quality in Clinical Trials 

Investigational Plan /  

Protocol 

ICH / GCP 

Measures beyond GCP 

(i.e., patient retention, vital status 

collection, safety evaluation over 

time) 

 

Data Integrity 

Quality 

Patient Safety 
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Thank You 
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