
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)  



 
• Determine whether there is a hospital policy and procedure defining authorized 

personnel that are permitted access to locked areas where drugs and biologicals are 
stored. 

 
• Determine whether there is a hospital policy and procedure for limiting access to 

locked storage areas to authorized personnel only.  
 

• Observe whether or not access to locked storage areas is limited to personnel 
authorized by the hospital’s policy.  

 
 
A-0505 
(Rev. 200, Issued: 02-21-20; Effective: 02-21-20, Implementation: 02-21-20) 
 
§482.25(b)(3) -  Outdated, mislabeled, or otherwise unusable drugs and biologicals 
must not be available for patient use. 
 
Interpretive Guidelines §482.25(b)(3) 
 
The hospital must have a pharmacy labeling, inspection, and inventory management system 
that ensures that outdated, mislabeled, or otherwise unusable drugs and biologicals are not 
available for patient use.  This would include drugs that are the subject of a manufacturer’s 
recall. 
 
A drug or biological is outdated after its expiration date, which is set by the manufacturer 
based on stability testing under specified conditions as part of the FDA approval process.  It 
should be noted that a drug or biological may become unusable prior to its expiration date if 
it has been subjected to conditions that are inconsistent with the manufacturer’s approved 
labeling. 
 
A drug or biological is also outdated after its “beyond-use date” (BUD), which may be 
reached before the expiration date, but never later.  The BUD takes into account the specific 
conditions and potential for deterioration and microbial growth that may occur during or 
after the original container is opened, while preparing the medication for dispensing and 
administration, and/or during the compounding process if it is a compounded medication. 
  
The BUD is to be based on information provided by the manufacturer, whenever such 
information is available.  The hospital must maintain and implement policies and 
procedures that provide clear and consistent direction to pharmacy staff regarding how to 
determine a BUD when complete BUD information is not available from the manufacturer.  
The policies and procedures must be based on accepted professional principles. 
  
For individual drug containers:  each floor stock drug container is expected to be labeled 
with the name and strength of the drug, lot and control number equivalent, and expiration 
date.  Appropriate accessory and cautionary statements are included as well as the 
expiration date and/or, if applicable, a BUD.  In addition, where applicable, each patient’s 
individual drug container is expected to be labeled with the patient’s full name and quantity 
of the drug dispensed. 
 
If the unit dose system is utilized, each single unit dose package is expected to be labeled 
with the name and strength of the drug, lot and control number equivalent, expiration date 
and/or, if applicable, a BUD. 
 
Survey Procedures §482.25(b)(3) 
 


