
(1) The names and addresses of all persons with an ownership or controlling 
interest in the HHA as defined in §420.201, §420.202, and §420.206 of this 
chapter. 
 
(2) The name and address of each person who is an officer, a director, an agent, 
or a managing employee of the HHA as defined in §420.20l, §420.202, and 
§420.206 of this chapter. 
 
(3) The name and business address of the corporation, association, or other 
company that is responsible for the management of the HHA, and the names 
and addresses of the chief executive officer and the chairperson of the board of 
directors of that corporation, association, or other company responsible for the 
management of the HHA. 

 
 
G860 
(Rev. 219; Issued: 04-12-24; Effective: 04-12-24; Implementation: 04-12-24) 
 
§484.100(b) Standard:  Licensing.   
 
The HHA, its branches, and all persons furnishing services to patients must be 
licensed, certified, or registered, as applicable, in accordance with the state licensing 
authority as meeting those requirements. 
 
G862 
(Rev. 219; Issued: 04-12-24; Effective: 04-12-24; Implementation: 04-12-24) 
 
§484.100(c) Standard:  Laboratory services.   
 
(1)  If the HHA engages in laboratory testing outside of the context of assisting an 
individual in self-administering a test with an appliance that has been cleared for 
that purpose by the Food and Drug Administration, the testing must be in 
compliance with all applicable requirements of part 493 of this chapter.  The HHA 
may not substitute its equipment for a patient’s equipment when assisting with self-
administered tests. 
 
Interpretive Guidelines §484.100(c)(1) 
 
If an HHA nurse or other HHA employee only assists a patient who has her or his own 
glucose meter, then a Clinical Laboratory Improvement Amendment (CLIA) certificate is 
not required.  If the HHA nurse or HHA employee conducts the test, regardless of 
whether the patient’s equipment or the HHA’s equipment is used, then a CLIA certificate 
(specifically a Certificate of Waiver) is required.  
 
The HHA may not substitute its equipment for a patient’s equipment when assisting with 
self-administered tests, except that an HHA may allow a patient to use HHA testing 



equipment for a short, defined period of time until the patient has obtained his or her own 
testing equipment.  As a part of the care planning process, HHAs are expected to help 
patients identify and obtain resources to secure the equipment needed for self-testing.  
 
G864 
(Rev. 219; Issued: 04-12-24; Effective: 04-12-24; Implementation: 04-12-24) 
 
§484.100(c)(2) If the HHA refers specimens for laboratory testing, the referral 
laboratory must be certified in the appropriate specialties and subspecialties of 
services in accordance with the applicable requirements of part 493 of this chapter. 
 
Interpretive Guidelines §484.100(c)(2) 
 
HHAs may refer to Appendix C of the CMS State Operations Manual for regulations and 
interpretive guidelines for Part 493 (Laboratory Requirements). 
 
 
REFER TO E-TAGS (Appendix Z) 
(Rev. 219; Issued: 04-12-24; Effective: 04-12-24; Implementation: 04-12-24) 
 
§484.102 Condition of participation: Emergency preparedness. 
 
Interpretive Guidelines: § 484.102 
 
HHAs must comply with the applicable emergency preparedness requirements referenced 
in Appendix Z of the State Operations Manual.  For all applicable requirements and 
guidance for Emergency Preparedness, please refer to Appendix Z.  We note that 
compliance with the emergency preparedness requirements is assessed in accordance 
with the survey protocol outlined within Appendix Z.   
 
G940 
(Rev. 219; Issued: 04-12-24; Effective: 04-12-24; Implementation: 04-12-24) 
 
§484.105 Condition of participation: Organization and administration of services.  
 
The HHA must organize, manage, and administer its resources to attain and  
maintain the highest practicable functional capacity, including providing optimal  
care to achieve the goals and outcomes identified in the patient’s plan of care, for  
each patient’s medical, nursing, and rehabilitative needs. The HHA must assure  
that administrative and supervisory functions are not delegated to another agency  
or organization, and all services not furnished directly are monitored and  
controlled. The HHA must set forth, in writing, its organizational structure,  
including lines of authority, and services furnished. 
 
Interpretive Guidelines §484.105 
 


