
 
 

 
 

 

    
 

    
    
    

 

    
    
 

    
    
 

    
   
 
 

  
 

 

 

 
 

 

Reading Materials and Resources 

Robert M. Russell, MD 
NIH Office of Dietary Supplements 

Clinical Trials on Dietary Supplements: Human Investigation 

What Constitutes Human Subject Research? 
http://hhs.gov/ohrp/humansubjects/guidance/cdebiol.pdf 

HIPPA Information 
http://www.cms.hhs.gov/hippa/
 
http://www.hhs.gov//ocr/hippa/
 
http://aspe.hhs.gov/admnsimp/pl104191.htm


   http:www.nemc.org/resadmin/HIPAA/default.htm 

NIH Protocol Review Standards 
http://ohsr.od.nih.gov/irb/protocol.html
 
http://www.irbforum.org/
 

Informed Consent Checklist And Tips 
http://www.hhs.gov/ohrp/humansubjects/assurance/consentckls.htm
 
http://www.hhs.gov/ohrp/humansubjects/guidance/ictips.htm
 

FDA Frequently Asked Questions On IRBs As Well As Guidance For Clinical 
Investigators And Sponsors 

http://www.fda.gov/oc/ohrt/irbs/faqs.html#IRBOrg
 
http://www.fda.gov/oc/ohrt/irbs/default.htm (IND/IDE links) 
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