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subjects overwhelmingly preferred using the paper forms. One reason is that they can 
be filled out while waiting in an automobile.

Another issue relating to recruitment, as well as to the entire clinical trial, is con-
fidentiality. Clinical trials conducted in the United States are subject to the Health 
Insurance Portability and Accountability Act (HIPAA), which provides privacy and 
security safeguards to protect the confidentiality of personal health information of 
study subjects (65).

The following concerns use of IVRS to manage the supply chain. Kuznetsova (66) 
described use of IVRS to distribute drugs in a clinical trial, that is, in studies where 
drug bottles are labeled with unique drug codes, where codes refer, for example, to 
placebo, 1 mg active drug tablets, and 2 mg active drug tablets. Labeling the bottles 
with the codes allows appropriate bottles to be sent to any subject for any visit when 
this type of drug is supposed to be dispensed. IVRS can be used to dispense medica-
tion packs to subjects, and to maintain appropriate stock levels at the drug distribution 
depot, that is, at a pharmaceutical company or at an external packing and distribution 
agency, and at the study site (67). The IVR system dispenses the medication packs, 
identifies when the stock at the site for that treatment has fallen to a predefined mini-
mum, and sends a request to the drug distribution depot for additional supplies to be 
sent to the site. An IVR system can be used to allocate kit numbers to subjects, to 
allow for stock subtractions to be made and monitor inventories of all medications 
remaining at each study site (68). In managing clinical supplies, the IVR system also 
keeps track of drug expiration dates (69). These tasks allow for conducting the trial 
with a minimum supply of medicines, avoiding overstocking, and for resupplying drugs 
on a just-in-time basis (70). Additional types of information that can be captured by 
an IVRS include rate of site initiation (percentage of sites that have initial supplies 
requested, sites per month initiated), rate of recruitment (over the study to date, over 
each previous month, by country and by study), screening failure rate, and tracking of 
endpoints that have been reached, for example number of deaths, number of successful 
completers (71).
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