
of giving patients access at the bedside to urgently needed medications, such as 
nitroglycerine tablets and inhalers.  It supports the current practice of placing selected 
nonprescription medications at the bedside for the patient’s use, such as lotions and creams, 
and rewetting eye drops.  Hospitals are expected to address patient self-administration of 
non-controlled drugs and biologicals in their policies and procedures (see self-
administration discussion at §§482.23(c)(6)(i) and 482.23(c)(6)(ii)).  This regulation 
supports hospital development, in collaboration with the medical staff and the nursing and 
pharmacy departments, of formal patient medication self-administration programs for select 
populations of patients, including hospital policies and procedures necessary to ensure 
patient safety and security of medications.   The policies and procedures are expected to 
include measures to ensure the security of bedside drugs and biologicals.  They are also 
expected to address both the competence of the patient to self-administer drugs and 
biologicals as well as patient education regarding self-administration of drugs and 
biologicals. (71 FR 68689) 
 
Due to their mobility, mobile nursing medication carts, anesthesia carts, epidural carts and 
other medication carts containing drugs or biologicals (hereafter, all referred to as “carts”) 
must be locked in a secure area when not in use.  Hospital policies and procedures are 
expected to address the security and monitoring of carts, locked or unlocked, containing 
drugs and biologicals in all patient care areas to ensure their safe storage and to ensure 
patient safety.  (71 FR 68689) 
 
Medication automated distribution units with security features, such as logon and password 
or biometric identification, are considered to be locked, since they can only be accessed by 
authorized personnel who are permitted access to the medications.  Such units must be 
stored in a secure area. 
 
Survey Procedures §482.25(b)(2)(i)  
 

• Review hospital policies and procedures governing the security of drugs and 
biologicals to determine whether they provide for securing and locking as 
appropriate; 

 
• Review hospital policies and procedures governing patient self-administration of 

drugs and biologicals; 
 

• Observe whether medications in various areas of the hospital are stored in a secure 
area, and locked when appropriate.  Are medication storage areas periodically 
inspected by pharmacy staff to make sure medications are properly stored? 

 
• Determine that security features in automated medication distribution units are 

implemented and actively maintained, e.g., that access authorizations are regularly 
updated to reflect changes in personnel, assignments, etc. 

 
• Interview staff to determine whether policies and procedures to restrict access to 

authorized personnel are implemented and effective; 
 

• If patient self-administration of drugs and biologicals is permitted, interview 
patients and staff to determine whether policies and procedures are implemented and 
effective. 

 
A-0503 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
 
§482.25(b)(2)(ii) - Drugs listed in Schedules II, III, IV, and V of the Comprehensive 
Drug Abuse Prevention and Control Act of 1970 must be kept locked within a secure 



area. 
 
Interpretive Guidelines §482.25(b)(2)(ii)  
 
All Schedule II, III, IV, and V drugs must be kept locked within a secure area.  A secure 
area means the drugs and biologicals are stored in a manner to prevent unmonitored access 
by unauthorized individuals.  Medication automated distribution units with logon and 
password/biometric identification are considered to be locked, since they can only be 
accessed by authorized personnel who are permitted access to Schedule II – V  medications. 
 
Mobile nursing medication carts, anesthesia carts, epidural carts and other medication carts 
containing Schedule II, III, IV, and V drugs must be locked within a secure area.  
 
Survey Procedures §482.25(b)(2)(ii)  

 
• Determine whether there is a hospital policy and procedure that requires Schedule 

II, III, IV, and V drugs to be kept in a locked storage area. 
 

• Observe in various parts of the hospital whether Schedule II, III, IV and V drugs are 
locked and stored in a secure area..  

 
• Determine whether security features in automated medication distribution units are 

implemented and actively maintained, e.g., that access authorizations are regularly 
updated to reflect changes in personnel, assignments, etc. 

 
• Interview staff to determine whether policies and procedures to restrict access to 

authorized personnel are implemented and effective.  
 
A-0504 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
 
§482.25(b)(2)(iii) - Only authorized personnel may have access to locked areas. 
 
Interpretive Guidelines §482.25(b)(2)(iii)  
 
The hospital must assure that only authorized personnel may have access to locked areas 
where drugs and biologicals are stored.   
 
A hospital has the flexibility to define which personnel have access to locked areas, based 
on the hospital’s needs as well as State and local law.  For example, a hospital could include 
within its definition of “authorized personnel” ancillary support personnel, such as 
engineering, housekeeping staff, orderlies and security personnel as necessary to perform 
their assigned duties.  The hospital’s policies and procedures must specifically address how 
“authorized personnel” are defined for purposes of this section.  It is not necessary for the 
policy to name specific authorized individuals, but the policy should be clear in describing 
the categories of personnel who have authorized access, as well as whether there are 
different levels of access authorized in different areas of the hospital, or at different times of 
day, or for different classes of drugs and biologicals, etc. 
 
The hospital’s policies and procedures must also address how it prevents unauthorized 
personnel from gaining access to locked areas where drugs and biologicals are stored. 
Whenever unauthorized personnel have access, or could gain access, to those locked areas, 
the hospital is not in compliance with this requirement and is expected to re-evaluate and 
tighten its security measures. 
  
Survey Procedures §482.25(b)(2)(iii)  


