
the supervision of an individual who, if not a pharmacist, nevertheless has documented 
competency to oversee compliance with all the pharmaceutical services regulatory 
requirements (e.g., security, access to locked areas, etc.).  The hospital must establish in 
writing the qualifications of the drug storage area supervisor. 
 
The job description or the written agreement for the responsibilities of the pharmacist 
director should be clearly defined and include development, supervision and coordination 
of all the activities of pharmacy services, including active leadership of those committees 
responsible for establishing medication-related policies and procedures. 
 
Survey Procedures §482.25 and §482.25(a)(1) 
 

• Does the hospital have a pharmacist who has been appointed to direct the 
pharmaceutical services?   

 
• Are there written criteria for the qualifications of the pharmacist director? 
 
• Is there evidence in the pharmacist’s file that he/she satisfies the criteria?  

 
• If the hospital has a drug storage area in lieu of a pharmacy, is there evidence the 

storage area is under competent supervision?  
 

• Review the pharmaceutical services Director’s file to verify that he or she meets the 
qualifications established by the medical staff and has been granted privileges as a 
pharmacist. 

 
• If the Director is a part-time employee or consultant, ask him/her how much 

time/week is spent on developing, supervising and coordinating pharmaceutical 
services.   
 

• Review the implementation of the pharmacy director’s responsibilities by:  
 

• Reviewing minutes of meetings (if any) with facility staff regarding 
pharmaceutical services; 

 
• Reviewing the job description or the written agreement to see that the 

responsibilities of the pharmacist are clearly defined and include development 
supervision and coordination of all the activities of pharmacy services; 

 
• Determining whether the pharmacy director/manager routinely evaluates the 

performance and competency of pharmacy personnel?  
 

• Ask the pharmacy director to describe how policies and procedures related to 
pharmaceutical services are developed, approved, and implemented. What is 
his/her role in this process?  

 
• Is there any evidence of problems within the pharmaceutical services that 

suggest lack of supervision?  
 
A-0493 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
 
§482.25(a)(2) - The pharmaceutical service must have an adequate number of 
personnel to ensure quality pharmaceutical services, including emergency services. 
 
Interpretive Guidelines §482.25(a)(2) 



 
There must be sufficient personnel to respond to the pharmaceutical needs of the patient 
population being served. 
 
The pharmaceutical services staff must be sufficient in types, numbers, and training to 
provide quality services, including 24 hour, 7-day emergency coverage, or there is an 
arrangement for emergency services, as determined by the needs of the patients and as 
specified by the medical staff. 
 
The number of pharmacists and/or the number of hours of services provided by pharmacists 
at the hospital, or at each location of the hospital that provides pharmaceutical services, 
must meet and be in accordance with the needs of its patients and accepted professional 
principles (as previously defined), and reflect the scope and complexity of the hospital’s 
pharmaceutical services. 
 
There must be sufficient numbers and types of personnel to provide accurate and timely 
medication delivery, ensure accurate and safe medication administration and to provide 
appropriate clinical services as well as the participation in continuous quality improvement 
programs that meet the needs of the patient population being served. 
 
Survey Procedures §482.25(a)(2) 
 

• Determine that the pharmaceutical services staff is sufficient in number and training 
to provide quality services, including 24 hour, 7-day emergency coverage, or there 
is an arrangement for emergency services, as determined by the needs of the patients 
and as specified by the medical staff. 

• Determine if there are sufficient personnel to provide accurate and timely 
medication delivery, ensure accurate and safe medication administration and to 
provide appropriate clinical services as well as the participation in continuous 
quality improvement programs that meet the needs of the patient population being 
served. 

 
 
A-0494 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
 
§482.25(a)(3) - Current and accurate records must be kept of the receipt and 
disposition of all scheduled drugs. 

 
Interpretive Guidelines §482.25(a)(3) 
 
Components of a record system to maintain current and accurate records of the receipt and 
disposition of scheduled drugs would include: 

 
• Accountability procedures to ensure control of the distribution, use, and disposition 

of all scheduled drugs. 
 

• Records of the receipt and disposition of all scheduled drugs must be current and 
must be accurate. 

 
• Records trace the movement of scheduled drugs throughout the service. 

 
• The pharmacist is responsible for determining that all drug records are in order and 

that an account of all scheduled drugs is maintained and reconciled. 
 

• The record system, delineated in policies and procedures,  tracks movement of all 


