
Part D sponsors who elect to do so, OTCs are a component of the plan premium and result in 
OTCs provided to the enrollee without any direct cost-sharing at the point of sale.  Furthermore, 
if Part D sponsors elect to provide OTCs they must do so for the full duration of the contract year 
and cannot limit OTCs to certain benefit phases. 
 
Part D sponsors may offer OTCs either as (1) part of general drug utilization management or (2) 
as part of a step therapy protocol.  To ensure safe and effective use of OTCs, Part D sponsors 
will submit an OTC drug file, along with their HPMS formulary submission, identifying which 
OTCs will be provided.  Upon bid approval, Part D sponsors are prohibited from removing 
OTCs from their plan offering for the full contract year.  Enhancements of OTC offerings (i.e., 
additional OTC step 1 drugs or providing recently converted OTCs as part of general drug 
utilization management) are permitted mid-year. 
 
If a Part D sponsor includes OTCs as a part of its general drug utilization management strategy, 
the sponsor may only require prior authorization or otherwise limit dispensing of formulary 
alternatives if such limitation is readily resolvable at the point of sale.  Should beneficiaries 
decide that they do not want to take advantage of the zero cost OTCs, they must be provided 
access to the prescription product or formulary alternative the physician has prescribed for them.  
Conversely, if OTCs are offered as part of an approved step therapy protocol, the step therapy 
edit is not required to be resolvable at point of sale; however, Part D sponsors must be able to 
disclose the protocol requirements to beneficiaries or their representatives in accordance with 
section 60.4 of this chapter. 
 
Part D sponsors choosing to include OTC products should be prepared to appropriately educate 
their enrollees on the difference between OTCs provided as part of the administrative costs 
component of the plan benefit, as opposed to covered Part D drugs. Although beneficiaries will 
enjoy no direct cost-sharing on these OTCs, they will not have the same beneficiary protections, 
such as coverage determinations or temporary fills, required to ensure appropriate access to Part 
D drugs. (This does not affect enrollees' ability to pursue an exception or appeal of a step-therapy 
requirement where the plan requires the enrollee to use an OTC agent prior to covering a Part D 
drug.  The enrollee could pursue an exception or appeal in order to directly access the 
prescription drug without trying the OTC drug first.) 
 
60.3 – Exception for Private Fee-for-Service MA Plans  
(Rev. 3, Issued: 09-05-08, Effective: 09-01-08, Implementation: 09-01-08) 
 
A private fee-for-service (PFFS) MA plan, as described in 42 CFR 422.4(a)(3), that offers 
qualified prescription drug coverage, is exempt from the requirement to establish a drug 
utilization management program.  If a PFFS MA plan elects to implement a drug utilization 
management program, they must comply with all of the requirements contained in this chapter. 
 
60.4 – Drug Utilization Management Disclosure Requirements 
(Rev. 11, Issued: 02-19-10, Effective/Implementation Date: 03-01-10) 
 
Part D sponsors must provide current and prospective enrollees (or their physician or authorized 
representative) with information regarding specific prior authorization criteria and other 



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 


