
brand product is being dispensed due to the unavailability of any generic formulary products.  
The Part D sponsor is not required to charge the same cost-sharing that applies to the unavailable 
formulary product and may charge the applicable non-formulary or brand cost-sharing that 
would otherwise apply to the substituted therapeutically equivalent product. 
 
Under these circumstances, CMS does not consider access to therapeutically equivalent non-
formulary drug products, or therapeutically equivalent formulary drug products that otherwise 
require prior authorization or step therapy, to be formulary exceptions and, therefore, access to 
such drug products may be limited to the duration of the shortage.  In the event that the shortage 
becomes a market withdrawal, Part D sponsors must follow notice requirements consistent with 
42 CFR 423.120(b)(5) if the Part D sponsor intends to discontinue coverage of the 
therapeutically equivalent product.  This policy does not preclude a beneficiary from seeking a 
non-formulary or tiering exception to obtain access to a non-formulary drug product or 
formulary drug product otherwise requiring prior authorization or step therapy. 
 
50.14 - Waivers for Plans in the Territories 
(Rev. 8, Issued: 12-18-09, Effective/Implementation: 01-01-10) 
 
To ensure access to coverage in the territories, section 1860D-42(a) of the Act grants CMS the 
authority to waive access requirements to secure access to qualified prescription drug coverage 
for Part D eligible individuals residing in the territories.  The regulations for the MMA under 
42CFR 423.859(c) allow access to coverage in the territories to be waived or modified either 
through an Applicant’s request or at CMS’ own determination. Under that authority, CMS has 
waived the convenient access requirements for a plan’s Part D contracted retail, home infusion 
and long-term care network in the Pacific territories. 
 
60 - Out-of-Network Access 
(Rev. 1, Issued: 07-03-08, Effective: 07-03-08, Implementation: 07-03-08) 
 
60.1 - Out-of-Network Pharmacy Access 
(Rev. 14, Issued; 09-30-11, Effective: 09-30-11, Implementation: 09-30-11) 
 
Part D sponsors must ensure that their enrollees have adequate access to covered Part D drugs 
dispensed at OON pharmacies when those enrollees cannot reasonably be expected to obtain 
covered Part D drugs at a network pharmacy, and when such access is not routine.  The coverage 
rules applicable to covered Part D drugs dispensed at OON pharmacies may generally mirror 
those applicable to covered Part D drugs dispensed at network pharmacies, to the extent that the 
OON pharmacy has the ability to effectuate those coverage rules.  However, Part D sponsors 
must develop policies and procedures governing reasonable rules for appropriately limiting OON 
access (for example, quantity limits, purchase of maintenance medications via mail-order for 
extended out-of-area travel, or plan notification or authorization processes).  Following are 
various scenarios under which CMS would expect that OON pharmacy access be guaranteed to 
enrollees. 
 

Example 1:  An enrollee is traveling outside his or her Part D plan’s service area; runs 
out of or loses his or her covered Part D drug(s) or becomes ill and needs a covered Part 
D drug; and cannot access a network pharmacy. 


