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Information Systems Support 

  Technical  Documentat ion Support  

  Training  

  Helpdesk Support  

  Requirements development  

  Software  evaluat ion  

Regulatory Affairs 
 

  Regulatory submissions (Food and Drug Administra t ion & Inst i tu t ional  
Review Boards)  

  Clinical  tr ia l  regist rat ion/ l icensing  

  Safety report ing   

 
Quality Assurance 

 
  Invest igat ive si tes audi t  

  Study documentat ion audit   

  Preparat ion  for regulatory inspection  

 

Program Management 
 

  Main Sponsor Contact  

  Training  

  Conduct  Invest igator Meeting  

  Quali ty  Control  

  Decision Management  

  Budget & Timel ine Control  

  General  c l in ical  t r ia l  support  

  Develop Case Report  Forms  
 

Monitoring 
 

  Clinical  and Medica l  Monitor ing  

  Preparat ion  and submission of  reports on Ser ious Adverse Events  

  Protocol  review/input  

  Informed Consent Form design  

  Study Manual  development  

 
Data Management 

 
  Case Report  Form design and review/input  

  Development of  Case Report  Form Complet ion  Instruct ions /Guidel ines  

  Development of  Val idat ion Speci f icat ions and checks  

  Medical  review of  data  and data coding  

  Data Analysis  

Information Technology Solutions 

 

With over twenty 

years in the field 

ASI is a leader in 

Clinical Research 

Services 
 
 ASI Provides  
 Health Care Support              
 Services for 

 Regulatory 
Affairs 

 Quality 
Assurance 

 Monitoring 

 Data 
Management 

 

Clientele 
 Pharmaceutical 

Industry 

 Medical Device 
Manufacturers 

 National 
Institute of 
Health 

 Department of 
Defense 
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