
• Drug-drug interactions 

• Incorrect drug dosage or duration of drug therapy 

• Drug-allergy contraindications 

• Clinical abuse/misuse 

 
Part D sponsors should maintain written concurrent DUR policies and procedures that explain 
the level of the DUR checks (i.e., whether they are imposed at the pharmacy and/or plan level), 
systems logic for establishing the edits, thresholds used to trigger the edits, and accompanying 
pharmacy messaging. These policies should detail how the aforementioned elements were 
established (e.g., thresholds used are based upon relevant clinical and drug information 
references), validated and revised. Sponsors’ DUR policies should also address pharmacy 
requested overrides and detail how pharmacy override requests are evaluated and approved. 
Moreover, sponsors’ policies should explain how trends in override requests (both approved and 
unapproved) are monitored and considered in ongoing formulary management. 
 
Part D sponsors should be able to demonstrate how information obtained from their DUR 
program is used in their overall quality assurance system and improves their enrollees’ quality 
of care. 
 
20.4 – Retrospective Drug Utilization Review (RDUR) 
(Rev. 11, Issued: 02-19-10, Effective/Implementation Date: 03-01-10) 
 
A Part D sponsor must have retrospective drug utilization review systems, policies, and 
procedures designed to ensure ongoing periodic examination of claims data and other records, 
through computerized drug claims processing and information retrieval systems, in order to 
identify patterns of inappropriate or medically unnecessary care among enrollees in a sponsor’s 
Part D plan, or associated with specific drugs or groups of drugs. 
 
Part D sponsors should maintain a written retrospective DUR policy that establishes clear 
objectives and identifies the relevant claims data proposed for review, the evaluation period, the 
criteria used in the evaluation, and the proposed interventions.  The policy should also include a 
periodic assessment that determines the success of the proposed objectives, interventions, 
findings, and outcomes. 
 
Part D sponsors should be innovative in improving the quality of care provided to enrollees 
through application of DUR. For example, Part D sponsors may want to apply retrospective 
DUR upon FDA issuance of a new drug safety warning to ensure enrollees and/or physicians are 
aware of alternative therapies. Alternatively, Part D sponsors may consider application of 
retrospective DUR for purposes of ensuring appropriate Part B versus Part D payment by 
working to obtain additional information after point-of-sale adjudication. 
 
It is vitally important, upon notification or discovery of an allegation of fraud, abuse or suspected 
pattern of inappropriate drug utilization, the Part D sponsor reviews the case with the utmost 
concern to eliminate obvious billing or claims processing errors and, if necessary, direct the case 



to the appropriate authorities (i.e., Medic or local law enforcement).  In such a case, Part D 
sponsors would provide prescriber and beneficiary education as appropriate. For instance, if a 
potential drug problem is discovered, intervention letters would be sent to all providers who 
ordered a drug relevant to the identified problem.  An intervention might consist of an 
informational letter to the prescriber, a response form for the prescriber to complete, along with a 
pre-addressed return envelope, and a patient drug profile.  Part D sponsors should not implement 
programs that decrease beneficiaries’ access to their Part D benefit. This includes any sort of a 
“lock-in” program that limits beneficiaries to utilizing only a single pharmacy. 
 
20.5 – Medication Error Identification and Reduction (MEIR) 
(Rev. 11, Issued: 02-19-10, Effective/Implementation Date: 03-01-10) 
 
While CMS currently does not require external medication error reporting, CMS does require 
sponsors to implement internal MEIR systems as described in 42 CFR 423.153(c)(4). 
 
The Part D sponsor’s internal MEIR process should be fully documented and identify what types 
of medication errors will be collected internally.  For example, Part D sponsors may receive 
calls or letters from enrollees containing a broad range of issues, including medication errors.  
Other operational functions may also receive and report medication errors, such as the 
sponsor’s exceptions and appeals group, the clinical division involved in processing prior 
authorization forms, or the electronic prescribing group involved in resolving issues with the 
implementation of new e-prescribing standards.  As a result, appropriate sponsor staff should be 
trained to identify potential reportable medication errors and understand how to evaluate 
resolve, document, and, if necessary, report to the appropriate authority (i.e., FDA, DEA). 
 
As a component of the sponsor’s error reduction program, a periodic evaluation of the 
medication errors should be completed looking for trends and patterns that require the sponsor’s 
attention and resolution.  Additionally, when appropriate, reported medication errors should be 
shared and discussed with downstream contractors to ensure that corrective actions are 
implemented and future errors are prevented. 
 
The National Coordinating Council for Medication Error Reporting and Prevention’s definition 
of ‘‘medication error,’’ which the Food & Drug Administration proposed during rulemaking but 
never formally adopted, can serve as a guide for internal medication error identification and 
reduction systems.  Plans may exercise the discretion to define medication error either more 
narrowly or more broadly than the description below.  CMS expects plans to consider their 
internal control systems, current monitoring program and, ultimately, what is in the best interest 
of their enrollees, in preventing medication errors. 
 

‘‘[A]ny preventable event that may cause or lead to inappropriate medication 
use or patient harm while the medication is in the control of the healthcare 
professional, patient, or consumer.  Such events may be related to professional 
practice; healthcare products, procedures, and systems, including prescribing; 
order communication; product labeling, packaging, and nomenclature; 
compounding; dispensing; distribution; administration; education; monitoring; 
and use.’’ (See 68 FR 12501 (March 14, 2003)). 


