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"We proposed, for the purpose of this section, that the term "physician-administered drugs" be defined 
as covered outpatient drugs under section 1 927(k) (2) of the Act (many are also covered by Medicare 

i Part B) that are typically furnished incident to a physician's service. 'These drugs are usually injectable or 
intravenous drugs administered by a medical professional in a physician's office or other outpatient 
clinical setting." 

Our comments relate to the definition distinction; "for the purpose of this section". We are concerned that this 
could be interpreted to mean that physician administered drugs are to be considered "covered outpatient 
drugs" onty for the purposes of collecting utilization data and subsequent rebates. 

This narrow interpretation currently, and in the future allows state Medicaid agencies to defer coverage and 
therefore accessibility of new physician administered drugs. In our opinion this is in conflict with CMS's own 
rules that state; "states must cover a manufacturer's drugs at the start of the Mandatory Effective Date (subject 
to the exceptions in section 1927 of the Social Security Act)" 
htt~://www.cms.hhs.aov/MedicaidDruaRebate?roaram/14 NationalDruaRebateAareement.as~. The - 
rationale given by these states is that they have defined ph sician administered drugs as not covered 
outpatient drugs per Section 1927 of the Social Security Ac & 
Specifically, many Medicaid agencies currently refer to the SSA drug definition in their state regulations that 
drugs dispensed onty by prescrlprllon are deemed "covered outpatient drugs". Therefore, this delays physician 
administered drug coverage for extended periods of time; unlike their retail drug counterparts that must be 
covered on the mandatory effective date once the rebate ugfeement is in p k e .  When physician 
administered drugs are deemed covered, rebates are cokded per DRA stipubtions hut ttrb can tatce six 
months to over a yea pending agency cHbmbm such as prdonged medcd review or the requl.ement of 
a p m n e n t  HCPCS code. 

We therefore propose that CMS consider defining physician cldministered drugs as "covered outpatient drugs" 
more broadly, not just in terms of rebate cdlecbn puposes. We would hrrther encouuge CMS )o spedfy tha) 
physician administered drugs qualify under the mandatory effective date regulations. 
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This would place new physician administered drugs in parity with new prescription drugs that must be covered 
per the stipulations in OBRA 90 and the national rebate agreement; eliminating unnecessary and lengthy 
waiting perlods experienced by Medicaid recipients who need newly approved physician administered drugs. 

Thank you for considering these comments. 

~ r i n c i ~ a ~  
DK Pierce & Associates 
(207)967- 1257 offce 
(207)450-8144 Mobile 
bveatts@dk~ierce.net 
ww.dk~ierce.net 

55 East Oak Street 1 Zionsville. IN 46077 
Phone: (3 17) 873-0303 1 Fax: (31 7) 873-0341 1 www.dkpierce.net 


