
utilization management requirements (i.e., step therapy and quantity limits).  This information 
must be made available on a timely basis so that beneficiaries can make informed enrollment 
decisions and so that physicians can access information that will help avoid delays at the 
pharmacy and potential interruptions in drug therapy. 
 
Instructions at 42 CFR 423.128(c)(1)(v) and (c)(2) require Part D sponsors to provide Part D 
eligible beneficiaries information about their formulary and utilization management procedures.  
Similarly, 42 CFR 423.128(d) requires Part D sponsors to provide current and prospective 
beneficiaries “specific information” such as specific prior authorization requirements, “on a 
timely basis” through a toll-free customer service call center.  Accordingly, Part D sponsors must 
explain their utilization management requirements and criteria through their customer service 
call centers.  To ensure that such requests are addressed in a timely manner, if the customer 
service representative is unable to adequately address or answer the enrollee’s (or his/her 
authorized representative’s) or physician’s questions, sponsors must expedite the call to their 
pharmacy technical help call center where further detail can be provided on the drug and 
utilization management criteria in question. 
 
60.5 – Website Posting Requirements 
(Rev. 11, Issued: 02-19-10, Effective/Implementation Date: 03-01-10) 
 
Part D sponsors must post their approved PA criteria (including PA criteria applied to 
supplemental drugs provided by enhanced alternative plans), quantity limit restrictions and step 
therapy requirements on plan Web sites.  Given the uniformity that results from utilization of a 
standardized HPMS submission form during formulary review, CMS believes that Web page 
posting of this information will augment the Part D sponsor’s ability to rapidly provide this 
information, improve transparency and allow Part D plan comparison during enrollment.  Part D 
sponsors will need to ensure that all approved utilization management (UM) criteria are posted 
on Part D sponsor Web sites in the formulary section by November 15 each year.  CMS expects 
Part D sponsors to make these criteria available for beneficiary viewing either from a link when 
the drug identified with UM is displayed or from a general link on the formulary page.  Part D 
sponsors will be expected to display all of the UM criteria content contained within the CMS 
approved HPMS files without modification.  Minor grammatical changes will be permitted for 
display purposes in cases where abbreviations or grammatical errors occurred due to HPMS file 
character limitations. 
 
60.6 – Revision of Utilization Management Criteria Requirements 
(Rev. 3, Issued: 09-05-08, Effective: 09-01-08, Implementation: 09-01-08) 
 
Part D sponsors must not change existing utilization management criteria (i.e., prior 
authorization, step therapy, or quantity limits) to make them more restrictive or limiting without 
direct CMS approval.  During the contract year, a Part D sponsor should not need significant 
revision of its approved criteria.  For instance, submitted PA criteria should already have been 
evaluated for clinical accuracy, since in accordance with 42 CFR 423.120(b)(vi), the sponsor’s 
Pharmacy and Therapeutics Committee has completed a thorough review of proposed PA criteria 
prior to submission of the formulary to CMS.  Furthermore, during the annual enrollment period, 
beneficiaries may view plan prior authorization criteria as a component of making informed 



decisions.  To permit changes after the annual enrollment period could undermine beneficiaries’ 
enrollment decisions and anticipated drug coverage.  As a result, it is CMS’ expectation that Part 
D sponsors will not update their utilization management criteria except under extraordinary 
circumstances, such as when new drug safety-related information becomes available during the 
contract year (e.g., FDA release of a new Black Box warning). 
 
In the event that a Part D sponsor needs to make its utilization management criteria more 
restrictive, the sponsor will be required to submit the proposed changes to CMS in advance.  
CMS will address each request in order of receipt and will generally only permit criteria changes 
to incorporate new safety information.  Conversely, Part D sponsors are not required to receive 
CMS approval in order to make their existing utilization management criteria less restrictive.  
For example, when sponsors are modifying their criteria to indicate coverage for new medically-
accepted indications or removing certain diagnostic criteria, the sponsors are not required to 
notify CMS of such mid-year changes.  However, even though there is no notice requirement, 
sponsors must still submit the appropriate updated utilization management criteria document 
reflecting the formulary enhancements during the next available HPMS formulary upload 
window. 
 
70 - Part D Complaints Processing 
(Rev. 3, Issued: 09-05-08, Effective: 09-01-08, Implementation: 09-01-08) 
 
70.1 – General Rule 
(Rev. 11, Issued: 02-19-10, Effective/Implementation Date: 03-01-10) 
 
In accordance with 42 CFR 423.564, Part D sponsors must provide meaningful procedures for 
timely hearing and resolving enrollee grievances.  Chapter 18 of this manual (see Appendix A 
for Web site) defines a grievance as any complaint or dispute other than one that involves a 
coverage determination or a low-income subsidy or late enrollment penalty determination, 
expressing dissatisfaction with any aspect of the operations, activities, or behavior of a Part D 
sponsor, regardless of whether remedial action is requested. A grievance may also include a 
complaint that a Part D plan sponsor refused to expedite a coverage determination or 
redetermination.  Grievances may include complaints regarding the timeliness, appropriateness, 
access to, and/or setting of a provided item.  CMS recommends that plans record and monitor 
grievances separately from Complaints Tracking Module (CTM) complaints as part of their Part 
D reporting requirements. Upon receiving a complaint, a Part D sponsor must promptly review 
the submitted case and notify the enrollee of its decision as expeditiously as the case requires 
based upon the enrollee’s health status.  To facilitate and streamline this process CMS has 
developed the CTM system for tracking and processing complaints received from beneficiaries 
and providers specifically related to the Part D Medicare Prescription Drug Program.  CTM may 
be populated by a number of sources, including CMS contractor at 1800Medicare, CMS staff or 
Part D sponsors.  Given the time sensitive nature of many of the submitted complaints, Part D 
sponsors should continuously access, view, respond and resolve the Part D complaints(s) 
submitted to their organization in CTM. 
 
Additionally, CMS recognizes that Part D sponsors are the primary resource Medicare 
beneficiaries rely upon for the prompt resolution of their inquiries.  CMS expects each Part D 


