
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 



sponsor to educate their members to ensure that beneficiaries call the sponsor’s call center 
directly with any Part D related complaints. 
 
70.2 – Timeframes for Complaints Processing 
(Rev. 11, Issued: 02-19-10, Effective/Implementation Date: 03-01-10) 
 
All Part D sponsors are accountable for the prompt resolution of CMS recorded complaints in the 
CTM.  As a result, Part D sponsors will resolve any complaints designated as “immediate need” 
(see section 10.2 Definition of Terms) within 2 calendar days of receipt into CTM. Complaints 
categorized as “urgent need” should be resolved within 7 calendar days of receipt; and 
complaints without an immediate or urgent designation should be resolved within 30 days of 
receipt.12

 
 

Part D sponsors are required to have at least 95% of cases designated as “immediate need” 
resolved within 2 calendar days of receipt.  For a given month, CMS will calculate the proportion 
of “immediate need” complaints that remain unresolved at the end of each month.  The analysis 
will exclude those complaints that can be identified as not attributable to the sponsor, such as 
SSA premium withhold, retroactive disenrollment, enrollment exception, and facilitated 
enrollment complaints. 
 
Should a Part D sponsor not meet the 95% of cases designated as “immediate need” resolved 
within 2 calendar days of receipt threshold, CMS will consider those organizations out of 
compliance with one or more Part D requirements, including but not limited to requirements 
related to enrollment; coverage determinations, appeals, and formulary exceptions; and claims 
processing.  In that instance, CMS may conduct a targeted audit of the Part D sponsor.  Where 
audit findings indicate that the sponsor is not meeting Part D requirements, CMS may demand 
the sponsor develop and complete a formal corrective action plan to rectify the deficiencies 
indicated by the audit.  If there is significant non-compliance, CMS may impose intermediate 
sanctions (i.e., suspend marketing and enrollment activities or withhold CMS payments).  If the 
non-compliance presents potential harm to beneficiaries, CMS may also pursue civil monetary 
penalties against the organization. 
 

                                                 
1 CMS reserves the right to classify any complaint as “Immediate Need” or “Urgent” if it doesn’t meet the standard 
guidelines for these types of complaints (such as access to care or lack of medications) should the complaint be 
egregious in nature. An egregious complaint would mean that there is potential for harm or hardship to the 
beneficiary. 
2 The resolution time period begins on the initial assignment/reassignment date into CTM. Friday complaints are 
loaded into CTM on Saturday; weekend complaints are loaded into CTM on Monday. 


