
E-prescribing—means the transmission using electronic media, of prescription or prescription-
related information between a prescriber, dispenser, pharmacy benefit manager, or health plan, 
either directly or through an intermediary, including an e-prescribing network.  E-prescribing 
includes, but is not limited to, two-way transmissions between the point of care and the 
dispenser. 
 
Electronic prescription drug program—means a program that provides for e-prescribing for 
covered Part D drugs prescribed for Part D eligible individuals. 
 
Immediate need – For Part D complaints, an “immediate” complaint is defined as a life-
threatening complaint that is related to the beneficiary’s need for medication when the 
beneficiary has 2 or less days of medication remaining. 
 
Prescriber—means a physician, dentist, or other person licensed, registered, or otherwise 
permitted by the U.S. or the jurisdiction in which he or she practices, to issue prescriptions for 
drugs for human use. 
 
Prescription-related information—means information regarding eligibility for drug benefits, 
medication history, or related health or drug information for Part D eligible individuals. 
 
Urgent need – For Part D complaints, an “urgent” complaint is defined as a complaint that is 
related to the beneficiary’s need for medication when the beneficiary has 3 to 14 days of 
medication remaining. 
 
20 – Quality Assurance Requirements 
(Rev. 3, Issued: 09-05-08, Effective: 09-01-08, Implementation: 09-01-08) 
 
20.1 – General Rule 
(Rev. 3, Issued: 09-05-08, Effective: 09-01-08, Implementation: 09-01-08) 
 
Each Part D plan sponsor must establish quality assurance (QA) measures and systems to reduce 
medication errors and adverse drug interactions and improve medication use.  The Part D 
sponsor’s comprehensive quality assurances system will ensure enrollees receive access to high 
quality prescription drug coverage.  As a result, the Part D sponsor’s QA measures and systems 
minimally include: 
 

1. Representation that the Part D sponsor requires network providers to comply with 
minimum standards for pharmacy practice as established by the States. 

 
2. Concurrent drug utilization review (DUR) systems, policies and procedures. 

 
3. Retrospective DUR systems, policies and procedures. 

 
4. Internal medication error identification and reduction systems. 

 



5. Provision of information to CMS regarding the plan sponsor’s QA measures and systems, 
according to CMS-specified guidelines. 

 
Furthermore, Part D sponsors must establish and maintain an electronic prescription drug 
program that is consistent with uniform e-prescribing standards that are adopted under 1860D-
4(e)(3) of the Act (see section 50 of this manual chapter for a description of the current e-
prescribing standards).  Prescribers, dispensers and plans must utilize the final e-prescribing 
standards when transmitting prescription and prescription-related information using electronic 
media for Part D covered drugs for Part D eligible individuals.  While e-prescribing is voluntary 
for physicians (and other prescribers) and pharmacies (and other dispensers), if these persons or 
entities e-prescribe covered Part D drugs for Part D eligible individuals, they must comply with 
the adopted standards. 
 
E-prescribing (addressed in section 50 of this chapter), although not required as an element of the 
sponsor’s quality assurance system, has demonstrated value in preventing medication errors by 
permitting each prescription to be checked electronically for dosage, interactions with other 
medications, and therapeutic duplication at the point-of-care, thereby improving overall 
medication use.  Therefore, CMS recommends Part D sponsors incorporate their electronic 
prescription drug program within their quality assurance system. 
 
20.2 – Compliance With State Standards 
(Rev. 3, Issued: 09-05-08, Effective: 09-01-08, Implementation: 09-01-08) 
 
Part D sponsors are required in 42 CFR 423.153(c)(1) to ensure their existing quality assurance 
system includes representation that network providers comply with minimum standards for 
pharmacy practice.  While CMS believes that current pharmacy practice standards established by 
the States provide applicable minimum standards for all pharmacy practice settings, CMS 
encourages sponsors and network pharmacies to establish and agree upon additional quality 
assurance standards as necessary. 
 
20.3 – Concurrent Drug Utilization Review (DUR) 
(Rev. 11, Issued: 02-19-10, Effective/Implementation Date: 03-01-10) 
 
A Part D sponsor must have concurrent DUR systems, policies, and procedures designed to 
ensure that a review of the prescribed drug therapy is performed before each prescription is 
dispensed to an enrollee in a sponsor’s Part D plan, typically at the point-of-sale or point of 
distribution. 
 
The Part D sponsor’s concurrent DUR program must include, but is not limited to, the following 
checks each time a prescription is dispensed: 
 

• Screening for potential drug therapy problems due to therapeutic duplication 

• Age/gender-related contraindications 

• Over-utilization and under-utilization 


