
 
§482.25(b)(7) - Abuses and losses of controlled substances must be reported, in 
accordance with applicable Federal and State laws, to the individual responsible for 
the pharmaceutical service, and to the chief executive officer, as appropriate. 
 
Survey Procedures §482.25(b)(7) 
 

• Interview the pharmacists, or pharmacy employees to determine their understanding 
of the controlled drug policies. 

 
• Conduct a spot check of drug use and other inventory records to ensure that drugs 

are properly accounted for. 
 

• Review reports of pharmaceutical services to determine if there are reported 
problems with controlled drugs and what actions have been taken to correct the 
situation. 

 
• Interview the Pharmacy Director, pharmacist and pharmacy employees to determine 

their understanding of the controlled drug policies. Is there a policy and procedure 
for handling controlled drug discrepancies? 

 
• Review reports of pharmaceutical services to determine if there are reported 

problems with controlled drugs and what actions have been taken to correct the 
situation. 

 
• Determine if controlled drug losses were reported to appropriate authorities in 

accordance with State and Federal laws. 
 
A-0510 
(Rev. 151, Issued: 11-20-15, Effective: 11-20-15, Implementation: 11-20-15) 
 
§482.25(b)(8) - Information relating to drug interactions and information 
of drug therapy, side effects, toxicology, dosage, indications for use, and 
routes of administration must be available to the professional staff. 
 
Interpretive Guidelines §482.25(b)(8) 
 
The pharmacy must be a resource for medication-related information to the hospital’s 
health-care practitioners and other health care personnel to optimize therapeutic outcomes 
and minimize adverse drug events.  Information must be available concerning drug 
interactions and information of drug therapy, side effects, toxicology, dosage, indications 
for use, and routes of administration.  The pharmacy may also assist other health care 
professionals with the following medication-related functions:   
 

• Collection and organization of patient-specific information (height, weight, 
allergies); 

• Identification of the presence of medication-therapy problems, both potential and 
actual, such as drug-drug interactions, excessive doses; 

 
• Identification and specification of pharmaco-therapeutic goals; 
 
• Implementation of a monitoring plan in collaboration with the patient, if applicable, 

and other health-care professionals; 
 



• Monitoring the effects of the pharmacotherapeutic regimen – could include 
adjusting doses based on lab values (i.e.: Coumadin dosing); or 

 
• Redesigning the regimen and monitoring plan as indicated. 

 
For example, practitioners may write an order for “pharmacy to dose” an antibiotic.  The 
pharmacist would then take patient-specific information, review the patient’s current 
medication therapies for any problems, and then calculate the dose required to meet 
therapeutic goals.  
 
Increasingly, as hospitals move to computerized physician-order entry (CPOE) of 
medication orders, much of this consultation function (e.g.; dosage, path of administration, 
drug-drug interactions and other contraindications, etc.) is built in to the electronic health 
record (EHR) system.  However, the pharmacy service remains responsible for the 
provision of accurate, up-to-date information to meet the needs of the hospital’s 
practitioners, nursing staff and patients. 
 
The hospital must also have immediately available sufficient up-to-date reference material 
on drug therapy, whether in electronic or hard copy format.  A pharmacist also should be 
readily available by telephone or other means to respond to questions from practitioners and 
nursing personnel. 
 
Survey Procedures §482.25(b)(8) 
 

• Is drug information readily available to nurses and practitioners, whether in hard 
copy or electronic format? 

 
• If drug information is built in to the hospital’s EHR system, ask the pharmacy 

director how the hospital ensures that the information is accurate and up-to-date; 
 
• Ask practitioners whether needed reference information is available to them when 

prescribing drugs; 
 
• Ask nursing staff whether needed reference information is available to them when 

administering drugs or biologicals and when monitoring patients for effects of 
medication therapies. 

 
A-0511 
 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 
 
§482.25(b)(9) - A formulary system must be established by the medical staff to assure 
quality pharmaceuticals at reasonable costs. 
 
Interpretive Guidelines §482.25(b)(9) 
 
The medical staff must establish a formulary system.  The formulary lists medications for 
dispensing or administration that the hospital maintains or that are readily available.  In 
accordance with accepted standards of practice, the medical staff, in consultation with the 
pharmacy service, should develop written criteria for determining what medications are 
available for dispensing or administration.  At a minimum, the criteria include the 
indication for use, effectiveness, risks (including propensity for medication errors, abuse 
potential, and sentinel events), and costs. 
 
Processes and mechanisms should be established to monitor patient responses to a newly 
added medication before the medication is made available for dispensing or administration 


