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Application of HIPAA Privacy Rule to Protect Human Subjects' 
Health Information in Research

Park, Soo-Hun*
37)

HIPAA Privacy Rule has provided the new federal wide standards to protect 

individual health information by establishing the methods how to PHI should be 

used or disclosed and how to individuals yield rights to control their own health 

information. In relation to research, especially, Privacy Rule has not been an 

obstacle to conduct research. Rather it has attributed to protect researchers and 

to enhance efficiency of conducting research by way of providing proper access 

to the core information necessary to achieve the goals of research. For example, 

even though it's the general rule to obtain written authorization from human 

research subjects in order to use or disclose PHI in research, if it's not practicable 

to obtain it, IRB or Privacy Board can waiver or change authorization. Privacy 

Rule also provides the alternatives of obtaining authorization by allowing to use 

limited data sets or to demonstrate representations in research. In addition, Privacy 

Rule has real teeth by imposing civil and criminal penalties under Enforcement 

Rule on CE who violates it. Enforcement Rule was amended by HITECH Act. 

In contrast, Korean government enacted Personal Information Protection Act 

(PIPA) last year. However, it's not enough to protect individual health information 

in research in several aspects. 
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