
the drug without physician examination, as long as the required clinical criteria are met.  A 
protocol is similar to a standing order but is generally broader in scope and may include multiple 
drugs and extensive clinical criteria.  A Part D sponsor may only provide benefits for Part D 
drugs that require a prescription if those drugs are dispensed upon a valid prescription, as 
required by §423.104(h). 
 
10.2 - Covered Part D Drug 
(Rev. 18, Issued: 01-15-16, Effective: 01-15-16; Implementation: 01-15-16) 
 
A covered Part D drug is a Part D drug that is included in a Part D sponsor’s formulary, or 
treated as being included in a Part D plan’s formulary as a result of a coverage determination or 
appeal under 42 CFR §§423.566, 423.580, and  423.600, and obtained at a network pharmacy or 
an out-of-network pharmacy in accordance with 42 CFR §423.124.  For the applicable drugs of 
a manufacturer to be covered under Part D, the manufacturer must participate in the Medicare 
Coverage Gap Discount Program.  An applicable drug is a Part D drug that is approved under a 
new drug application under section 505(b) of the Federal Food, Drug, and Cosmetic Act or a 
biologics license application under section 351 of the Public Health Service Act (other than a 
product licensed under subsection (k) of such Act).  Thus the definition of applicable drugs 
excludes biological products approved under the abbreviated licensure pathway (biosimilars). 
 
10.3 - Commercially Available Combination Products 
(Rev. 18, Issued: 01-15-16, Effective: 01-15-16; Implementation: 01-15-16) 
 
Only those combination products approved and regulated in their combination form by the FDA 
as a drug, vaccine, insulin, or biological product, as described in paragraph (i), (ii), (iii), or (v) 
of the Part D drug definition at §423.100 are eligible for Part D coverage.  This requirement for 
FDA approval applies to commercially available combination products meant for broad 
distribution.  Extemporaneously compounded prescription drug products (addressed separately 
in this chapter in section 10.4 as well as in §423.120(d)) are not affected by this requirement.  
Approved commercially available combination products include those with multiple active 
ingredients combined in a single drug product and those products with multiple drugs that 
remain separate but are co-packaged together and intended for dispensing as a single entity. 
 
10.4 - Extemporaneous Compounds 
(Rev. 18, Issued: 01-15-16, Effective: 01-15-16; Implementation: 01-15-16) 
 
Compounded prescription drug products can contain: (1) all Part D drug product components; (2) 
some Part D drug product components; or (3) no Part D drug product components.  As defined in 
§423.120(d), only compounds that contain at least one ingredient that independently meets the 
definition of a Part D drug, and that do not contain any ingredients covered under Part B as 
prescribed and dispensed or administered, may be covered under Part D.  Only costs associated 
with those components that satisfy the definition of a Part D drug are allowable costs under Part 
D because the compounded products as a whole do not satisfy the definition of a Part D drug. 
 
For a Part D compound to be considered on-formulary, all ingredients that independently meet 
the definition of a Part D drug must be considered on-formulary.  Bulk powders (i.e., Active 
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