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OFFICE OF THE INSPECTOR GENERAL (OIG) REPORT: "STATE MEDICAID 
POLICIES AND OVERSIGHT ACTIVITIES RELATED TO 340B-PURCHASED 
DRUGS" (JUNE 2011, OEI 05-09-00321) 

This is to inform you that the OIG conducted a study of state Medicaid agencies' policies and 
oversight activities related to drugs purchased under the 340B Drug Pricing Program, and to 
highlight those recommendations that pertain directly to state Medicaid agencies. The OIG . 
report can be found at https://oig.hhs.gov/oei/reports/oei-05-09-0032l.asp. 

In this report, the OIG recommended that CMS direct states to create written 340B policies and 
inform states about tools they can use to identify claims for 340B purchased drugs. The OIG 
noted that some states reported that they do not have written 340B policies because they believe 
that HRSA's 1993 guidance to covered entities to bill at actual acquisition cost (AAC) is in 
effect. However, HRSA's 2000 guidance withdrew the AAC provision of the 1993 guidance and 
directed covered entities to follow state guidelines for billing 340B-purchased drugs. The OIG 
found that 25 states have written policies that direct covered entities to bill at AAC for 340B
purchased drugs. Of the remaining 25 states without written policies, 16 reported that they want 
covered entities to bill at AAC for 340B-purchased drugs and four had no covered entities that 
dispense 340B-purchased drugs to Medicaid beneficiaries. The OIG further noted that states that 
rely on HRSA's old guidance may not be able to enforce their reimbursement policy if they do 
not have a written policy. 

As a follow up to the OIG's recommendations, we encourage your state to: 

• 	 Determine if you have clear reimbursement policies for 340B covered entities in your 
approved state plan. 

• 	 If not, develop policies on reimbursement for covered entities that are enrolled in the 
340B Drug Pricing Program. 

• 	 Submit a state plan amendment consistent with the regulations, including those found at 
42 CFR 447.502 and 447.512, to detail how these covered entities are reimbursed. 

We believe that states can generally achieve cost savings by paying for 340B purchased drugs. 
We encourage state Medicaid agencies to work with the covered entities in their states when 
setting appropriate reimbursement rates for both the ingredient cost and dispensing fees. States 
should be aware and consider that these covered entities may have additional costs associated 

https://oig.hhs.gov/oei/reports/oei-05-09-0032l.asp
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with dispensing these drugs compared to a retail pharmacy and also consider those dispensing 
costs when looking at overall payment to these covered entities. 

States are required to invoice manufacturers for rebates for covered outpatient drugs that are not 
purchased through the 340B program, even when those drugs are purchased by a 340B covered 
entity. However, states are prohibited from requesting Medicaid rebates on drugs purchased 
under the 340B program and billed to Medicaid. As noted in the OIG report, states have used a 
variety of methods to identify 340B claims. States have relied on the Medicaid Exclusion File 
on the HRSA website at http://opanet.hrsa.gov/opa/CE/CEMedicaidExtract.aspx. This website 
allows states to identify those covered entities that have reported to HRSA that they will bill 
Medicaid for drugs purchased through the 340B program. However, the OIG report noted 
concerns that there may be inaccuracies in that file. HRSA requires 340B covered entities to 
keep their information up to date in the Medicaid Exclusion File to ensure against duplicate 
discounts. If states discover discrepancies or have any concerns about the Medicaid Exclusion 
File, please contact HRSA at OPAexclusion@hrsa.gov. For more information on the Medicaid 
Exclusion File, HRSA developed a tutorial at 
http://www.hrsa.gov/opa/programrequirements/medicaidexclusionlmedicaidexclusiontutorial.pdf 
to help states and others understand how to use the file to identify covered entities dispensing 
340B-purchased drugs to Medicaid patients. 

In addition to the Medicaid Exclusion File, states may choose to use other information in order to 
identify 340B claims. For example, some states have instructed covered entities to use the 
National Council for Prescription Drug Plans (NCPDP) Telecommunication Standards to 
identify 340B claims. More information about the NCPDP standards can be found on that 
organization's webpage at 
http://www.ncpdp.org/pdf/340B Information Exchange Reference%20Guide vl.O.pdf. 

Please contact Marge Watchorn at 410-786-4361 for further information. 

REBATE CLARIFICATION FOR DRUGS USED IN END STAGE RENAL DISEASE 
(ESRD) BUNDLED SERVICES 

The CMCS Informational Bulletin published on December 30, 2010, 
(https://www.cms.gov/CMCSBulletins/downloads/12-30-2010-0mnibus-Bulletin.pdf) addressed 
Medicare's implementation of the End Stage Renal Disease (ESRD) bundled payment system for 
dates of service on or after January 1, 2011. This guidance responds to questions we have from 
stakeholders regarding whether rebates are due for drugs used in the ESRD bundled service. As 
discussed in the original bulletin, the Medicare Improvements for Patients and Providers Act 
(MIPPA) required that Medicare-certified ESRD facilities providing outpatient maintenance 
dialysis services to Medicare beneficiaries receive an all-inclusive bundled payment. This 
replaced the previous basic case-mix adjusted composite payment system used for the 
reimbursement of separately billable outpatient ESRD items and services. 

As required by MIPP A, renal dialysis facilities are paid a single bundled rate for furnishing renal 
dialysis services, including most drugs used in the treatment ofESRD, and therefore, such 
bundled services can no longer be billed separately. The only exception are certain ESRD
related oral drugs (drugs without an injectable form), which are not included in the bundled rate 
and are separately payable until January 1, 2014. As a result, these bundled renal dialysis drugs 
and biologicals are no longer eligible for manufacturer rebates. Furthermore, the subsequent 

https://www.cms.gov/CMCSBulletins/downloads/12-30-2010-0mnibus-Bulletin.pdf
http://www.ncpdp.org/pdf/340B
http://www.hrsa.gov/opa/programrequirements/medicaidexclusionlmedicaidexclusiontutorial.pdf
mailto:OPAexclusion@hrsa.gov
http://opanet.hrsa.gov/opa/CE/CEMedicaidExtract.aspx
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cross-over claim for the Medicaid-covered co-insurance requirement will no longer identify the 
drug information necessary for billing manufacturer rebates and, even if it can be derived from 
such a billing, should not be used to claim a Medicaid rebate. 

The statute also required a 4-year phase-in period and allowed ESRD facilities to decide to make 
a one-time election to be excluded from this transition period that began in 2011. ESRD facilities 
that did not elect to receive full payment under Medicare's ESRD PPS (Prospective Payment 
System), receive a blended payment. For renal dialysis items and services furnished in CY 2011, 
ESRD facilities under the transition received payment comprised of 25 percent under the ESRD 
PPS and 75 percent under the basic-case mix adjusted composite rate system. In CY 2012, the 
percentage is 50 percent under the ESRD PPS and 50 percent under the basic case mix adjusted 
composite rate. Regardless of whether an ESRD facility elected to be excluded from the one
time election or decided to initially participate in the PPS, all ESRD claims are to be processed 
as bundled payments, with the exception of certain ESRD related oral drugs which are separately 
payable until January 1, 2014. 

The subsequent cross-over claim for Medicaid-covered co-insurance will be processed by the 
states. Since this co-insurance is part of a bundled payment, manufacturers are not responsible 
for rebates. Please note that the rebate exclusion described here is limited to drugs included in 
the ESRD bundled service payment for dual-eligibles. 

For items and services that are not renal dialysis services, we understand that ESRD facilities 
will be required to place an A Y modifier to indicate that an item or service is not ESRD-related, 
in order to receive separate payment1

• Items and services without an A Y modifier are considered 
renal dialysis services and therefore, are included in the Medicare bundled payment. 

Please contact Joe Fine at 410-786-2128 if you have any questions. 

DESI CODE CHANGES 

As we previously advised you via email, the following products were reported by the labeler 
with a DESI code of 5 (i.e., less-than-effective/IRS drug for all indications); however, it has been 
determined that the appropriate DESI code for each of these products is a code 2 (i.e., safe and 
effective): 

16571-0302 GUAIFENESIN AC COUGH SYRUP 
67877-0116 METHADONE HYDROCHLORIDE TABLETS, USP 1 OMG 
54859-0502 TUSNEL LIQUID 

Additionally, the following product was reported by the labeler with a DESI code of2 (i.e., 
rebate eligible); however, it has been determined that FDA has classified products with the 
ingredients contained in this NDC as less than effective/IRS drug for all indications, DESI 
code 5, as published in 40 Federal Register 52649, DESI notice #3265 on 11/11/1975: 

1 Billing instructions for ESRD payment can be found in Pub. 100-04, Chapter 8. Information regarding usage 
of the A Y modifier for drugs and biologicals can be found in section 60.2.1.1 -Separately Billable ESRD 
Drugs. 
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50967-0620 	 ISOMETHEPTENE MUCHATE, CAFFINE AND ACETAMINOPHEN 
TABLETS (SIC) 

As a result, this drug is not eligible for coverage under the Medicaid Drug Rebate Program. 

NEW REBATE AGREEMENTS 

Labeler Name: 
 US WORLDMEDS, LLC 
Optional Effective Date: 
 08/01/2012 
Mandatory Effective Date: 
 10/01/2012 
Labeler Code: 
 27505 

Labeler Name: 
 MACLEODS PHARMA USA, INC 
Optional Effective Date: 
 07/12/2012 
Mandatory Effective Date: 
 10/01/2012 
Labeler Code: 
 33342 

Labeler Name: 
 XSPIRE PHARMA 
Optional Effective Date: 
 09/19/2012 
Mandatory Effective Date: 
01/01/2013 
Labeler Code: 
 42195 

Labeler Name: 
 AUROMEDICS PHARMA, LLC 
Optional Effective Date: 
 09/13/2012 
Mandatory Effective Date: 
 01/01/2013 
Labeler Code: 
 55150 

Labeler Name: 
 DIGESTIVE CARE, INC. 
Optional Effective Date: 
 08/07/2012 
Mandatory Effective Date: 
 01101/2013 
Labeler Code: 
 59767 

Labeler Name: 
 GENPAK SOLUTIONS, LLC 
Optional Effective Date: 
 08/01/2012 
Mandatory Effective Date: 
 10/01/2012 
Labeler Code: 
 75840 

Labeler Name: 
 ONYX PHARMACEUTICAL 
Optional Effective Date: 
 07/31/2012 
Mandatory Effective Date: 
 10/01/2012 
Labeler Code: 
 76075 

Labeler Name: 
 ASPEN GLOBAL INC. 
Optional Effective Date: 
 06/21/2012 
Mandatory Effective Date: 
 10/01/2012 
Labeler Code: 
 76388 
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TERMINATED LABELERS 

Labeler Code Labeler Name Effective Date 
50268 AVPAK 10/0112012 
51552 GALLIPOT IN CORPORA TED 10/01/2012 
66992 WRASER PHARMACEUTICALS 10/01/2012 

Please direct your drug rebate data questions to MDROperations@cms.hhs.gov and your drug 
policy questions to RxDrugPolicy@cms.hhs.gov. 

'~~~ 
1Barbara Coulter Edwards 
Director 
Disabled & Elderly Health Programs Group 
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