
with the rules regarding personal health information set out at 45 CFR parts 160 
and 164. 
 
Interpretive Guidelines §484.110(d) 
 
HHA staff (whether employed directly or under arrangement) who carry documents 
and/or electronic devices containing Protected Health Information from patient’s homes 
to the HHA office, or to and from the HHA staff member’s home, create additional 
confidentiality/protection concerns with patient records.  
 
Section 45 CFR Parts 160 and 164, generally known as the Health Insurance Portability 
and Accountability Act (HIPAA) Privacy and Security rules, establish standards for 
health care providers and suppliers that conduct covered electronic transactions, such as 
HHAs, among others, for the privacy of protected health information (PHI), as well as 
for the security of electronic phi (ePHI).  
 
In accordance with 45 CFR 164.530, all HHA staff must receive comprehensive and 
periodic training on the protection of patient clinical records.  HHAs must also establish 
policies and procedures to ensure the security of clinical records and the privacy of 
information contained within such records to prevent loss or unauthorized use in the 
patient’s home, in transit, in the office setting, or any other location.    
 
Survey Procedures §484.110(d) 
 
During the home visit, observe how agency staff maintain the confidentiality of protected 
health information that they transport and use for patient care encounters as well as 
safeguard it against loss or unauthorized use. 
 
CMS does not interpret or enforce the HIPAA Privacy and Security Rules, which fall 
under the jurisdiction of the Office for Civil Rights (OCR). Because there are a number of 
scenarios that allow for using or disclosing PHI in full compliance with the HIPAA 
Privacy and Security Rules, surveyors must defer to OCR on whether the manner in 
which the HHA uses, discloses, maintains or destroys PHI is consistent with these 
requirements. Information on how to file a HIPAA Privacy or Security complaint with 
OCR may be found at http://www.hhs.gov/ocr/privacy/hipaa/complaints/index.html. 
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§484.110(e) Standard:  Retrieval of clinical records.   
 
A patient’s clinical record (whether hard copy or electronic form) must be made 
available to a patient, free of charge, upon request at the next home visit, or within 4 
business days (whichever comes first). 
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§484.115 Condition of participation: Personnel qualifications. 
 
HHA staff are required to meet the following standards: 
 
Interpretive Guidelines §484.115 
 
The manner and degree of noncompliance identified in relation to the standard level tags 
for §484.115 may result in substantial noncompliance with this CoP, requiring citation at 
the condition level. 
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§484.115 (a) Standard:  Administrator, home health agency. 
 
(1) For individuals that began employment with the HHA prior to January 13, 2018, 
a person who: 

 
(i) Is a licensed physician; 
 
(ii) Is a registered nurse; or 
 
(iii) Has training and experience in health service administration and at least 
1 year of supervisory administrative experience in home health care or a 
related health care program. 

 
(2) For individuals that begin employment with an HHA on or after January 13, 
2018, a person who: 

 
(i) Is a licensed physician, a registered nurse, or holds an undergraduate 
degree; and 
 
(ii) Has experience in health service administration, with at least 1 year of 
supervisory or administrative experience in home health care or a related 
health care program.  

 
Interpretive Guidelines §484.115(a) 
 
An “undergraduate degree” means a bachelor’s or associate’s degree. 
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