
its QAPI program where medical errors and adverse patient events are measured, analyzed 
and tracked.  Reliance solely on incident reporting fails to identify the majority of errors 
and adverse reactions.  Proactive identification includes observation of medication passes, 
concurrent and retrospective review of a patient’s clinical records, ADR surveillance team, 
implementation of medication usage evaluations for high-alert drugs, and identification of 
indicator drugs that, when ordered, automatically generate a drug regimen review for a 
potential adverse drug event.   
 
The hospital must have a method by which to measure the effectiveness of its systems for 
identifying and reporting to the QAPI program medication errors and ADRs.  Such methods 
could include use of established benchmarks for the size and scope of services provided by 
the hospital, or studies on reporting rates published in peer-reviewed journals.  Hospitals are 
encouraged, and may be required by State law, to participate in statewide and national 
reporting of drug administration errors, adverse drug reactions, and incompatibilities.  
National organizations include, but are not limited to, the Food and Drug Administration’s 
(FDA) MedWatch Reporting Program and the Institute for Safe Medication Practices 
(ISMP) Medication Errors Reporting Program.     
 
Survey Procedures §482.25(b)(6)  
 

• Does the hospital have policies and procedures that define medications errors, 
ADRs, and drug incompatibilities?  Do they address the circumstances under which 
they must be reported immediately to the attending physician, as well as to the 
hospital’s QAPI program?  Do they address how reporting is to occur? 

 
• Are all medication errors and suspected ADRs promptly recorded in the patient’s 

medical record, including those not subject to immediate reporting?  
 

• If upon review of a sample of records, a suspected ADR or medication error is 
identified, determine if it was reported immediately to the attending or covering 
physician, in accordance with the hospital’s written policies and procedures.  If it is 
reported to a covering physician, determine if it was also reported to the attending 
physician when he/she became available. 
 

• Ask hospital staff what they do when they become aware of a medication error, 
ADR or drug incompatibility.  Are staff aware of and do they follow the hospital’s 
policy and procedures?  
 

• Ask hospital staff how they manage drug incompatibilities.  What tools do they use 
in the clinical setting to minimize the risk of incompatibilities?  How is the 
information related to drug incompatibilities made available to the clinical staff 
administering IV medications (posters, online tools, etc.)?  How often is the 
information updated to ensure accuracy? 

 
• Interview hospital staff to ascertain awareness of the hospital’s policy on reporting 

and documentation of medication errors and adverse drug reactions.   
 

• How does information regarding medication errors, adverse drug reactions, and 
incompatibilities get reported to the hospital QAPI program?  Ask staff to speak to 
the process.   
 

• For QAPI reporting purposes, is the hospital’s definition of an ADR and medication 
error based on national standards? 

 
A-0509 
(Rev. 37, Issued:  10-17-08; Effective/Implementation Date:  10-17-08) 



 
§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; 
 


