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[REVISED to provide general overview of program for purposes of RFP]
Purpose:  
To determine whether management has procedures in place to ensure that they submit a drug utilization report to and receive a rebate tape from CMS on a quarterly basis and to determine that the State invoices the drug manufacturers within 60 days after the end of the rebate quarter.  
Source:  
Interview with select DCH Staff


Review of State Plan, Section 1927 (c) of the Social Security Act, and CMS Memo SMDL #10-006 PPACA #2 RE: Medicaid Prescription Drug Rebates

Discussion:
Page 5a.1 of attachment 3.1-A in the State Plan indicates that the Georgia Department of Community Health (DCH) is in compliance with Section 1927 of the Social Security Act.  Sec. 1927(a) (1) states that drug manufacturers must have a rebate agreement with the federal government on behalf of the states (regular rebates) or with the state directly (supplemental rebate).    Sec. 1927(b) (2) states that rebate information should be reported to the manufacturer no later than 15 days after the State or State’s vendor receives the Centers for Medicare and Medicaid (CMS) approved rebate rates.  Sec. 1927(b) (1) states that these rebates should be paid by the manufacturer no later than 38 days after they receive the rebate information.
CMS is responsible for establishing contracts with drug manufacturers for drug rebates for the use of their products.  The State can also solicit and establish supplemental agreements with drug manufacturers for additional rebates. The policy and procedures for regular and supplemental rebates for DCH are described below.
Regular Rebates
Regular rebates are established by CMS between CMS and drug manufacturers. Drug manufacturers submit rebate rates by National Drug Code (NDC) quarterly to CMS through the CMS Drug Data Reporting for Medicaid System (DDR). Upon approval of these rebate rates, CMS prepares a quarterly CMS Medicaid Drug Rebate (MDR) pricing file which includes NDC and the current quarter unit rebate amount(URA) as well as the prior period pricing adjustments for all drugs included in the rebate agreements.  This is made available to the States through the DDR approximately 35 days after the end of the quarter. The state rebate vendor uses the quarterly paid claims data files received from the Medicaid Fee for Service and Managed Care Organizations (MCO’s) claims processing vendors and the CMS MDR pricing file to generate quarterly rebate invoices to the drug manufacturers.  These rebate invoices are based upon the sum of claim utilization information by NDC from the claims data files and the rebate rate tape generated by CMS. The rebate vendor generates and uploads a quarterly drug utilization file to CMS ftp site by the 60th day after the end of the quarter.  
DCH’s Pharmacy Services Unit has primary responsibility for ensuring that the rebate vendor receives the information required to prepare invoices, reports the required information to CMS and invoices drug manufacturers in a timely manner.  Effective July 1, 2009, DCH has contracted with its current rebate vendor to prepare and mail the quarterly rebate invoices to the drug manufacturers and create and upload the quarterly drug utilization file to CMS.  The rebate vendor works in conjunction with the DCH’s claims processors (Medicaid Fiscal Agent and the Pharmacy Benefits Manager vendor) to gather outpatient drug utilization data.  The Medicaid Fiscal Agent sends monthly medical paid claims data files to the rebate vendor.  The Pharmacy Benefits Manager vendor sends weekly pharmacy paid claims data files to the rebate vendor.  These files include the type and quantity of drugs dispensed based on paid dates.  The rebate vendor uses the paid claims data files, loads them into Rebate Engine, applies invoice business rules logic and creates the invoices.  Invoices go through a rigid quality assurance check to validate accuracy of the claims included and excluded from invoicing.  Upon completion of quality assurance (QA) and approval from DCH Pharmacy Director, the invoices are printed and mailed. The rebate vendor generates and uploads a quarterly summary drug utilization file to CMS which contains the current quarter invoicing information.  
Per discussion with DCH Pharmacy Director and review of CMS guidance regarding section 2501(c) of the Patient Protection and Affordable Care Act (PPACA) enacted on March 23, 2010, all manufacturers that participate in the drug rebate program are required to pay rebates for drugs dispensed to individuals enrolled with a Medicaid Managed Care Organization (MCO) if the MCO is responsible for coverage of such drugs.  To facilitate the collection of these rebates, States must include utilization data reported by each Medicaid MCO when requesting quarterly rebates from manufacturers as well as their quarterly utilization reports to CMS.  Per discussion with DCH Pharmacy Director and review of DCH/rebate vendor agreed upon policies and procedures, the Medicaid MCOs send rebate eligible claims data to the rebate vendor on a weekly basis via an upload to the rebate vendor’s secure FTP server.  The rebate vendor compiles the Medicaid MCO’s drug rebate utilization information and to the CMS MDR pricing file to generate the quarterly MCO invoices and the quarterly summary drug utilization file to CMS.
Both the Fee for Service and Medicaid MCO invoices generated by the rebate vendor must be reviewed by DCH Pharmacy Director before they can be released to the drug manufacturer.  After the Director has examined the invoices for reasonableness, he/she e-mails the rebate vendor to authorize release of the invoices.  In order to comply with DCH’s federally mandated deadline, the rebate vendor is required to mail invoices to the drug manufacturers with a postmark that is within fifteen days after the CMS MDR pricing file is available on DDR and no later than 60 days from the end of the quarter.  After the invoices have been mailed, the rebate vendor sends a Quality Assurance (QA) report to the Director that summarizes the quarterly invoice activity and invoice mailing dates.
Per discussion with the Director and review of DCH/rebate vendor’s agreed upon policies and procedures, DCH maintains three separate bank and lockbox accounts with Bank of America for the purpose of collecting drug rebates for both the routine Fee for Service pharmaceutical claims and Medicaid MCO claims.  DCH accepts electronic fund transfers (EFT) for payments of Drug Rebates National Agreements (OBRA and JCODE only).  Drug manufacturers are required to email notification of EFTs initiated once the electronic funds transfer has been made.  The notification email must be accompanied by supporting documents ROSI and PQAS which are to be mailed to DCH’s Bank of America Lockbox.  Major pharmaceutical manufacturers will also send EFT payments for the Managed Care Organization (MCO) drug rebates to the MCO Drug Rebates bank account.  Drug manufacturers are required to email notification of EFTs initiated once the electronic funds transfer has been made.  The notification email must be accompanied by supporting documents ROSI and PQAS which are to be mailed to the MCO Drug Rebates Bank of America Lockbox.  Drug manufacturers are instructed to complete the electronic fund transfers no later than 38 days after they have been invoiced.  Both DCH and the rebate vendor have access to the Bank of America lockbox statements at the end of each month and both DCH and the rebate vendor reconcile the invoiced amount to lockbox receipts.  DCH performs reconciliation and compares the results to the rebate vendor’s reconciliation.  If any discrepancies are noted, DCH will then contact the rebate vendor to research and resolve the discrepancy.  The rebate vendor prepares accounts receivable aging reports. Any seriously delinquent rebates receivable information is forwarded to CMS for resolution upon review and recommendation from DCH.  
When the drug manufacturers are invoiced, the manufacturers have three options.  The first option is to pay the invoiced amount without dispute.  The second option is to pay the invoiced amount but initiate a dispute with the rebate vendor regarding the amount or quantity.  The third option is to not pay the invoiced amount and to initiate a dispute.  In the event of a dispute, the rebate vendor reviews the claim detail of the NDC quantity disputed and researches the supporting payment information. The rebate vendor initiates communication with the labeler and provides detailed information supporting the invoiced utilization. If provider billing errors are identified, the rebate vendor contacts the pharmacy for claim correction.  If the rebate vendor finds that the manufacturer has a valid utilization dispute, the manufacturer will receive a prior quarter adjustment invoice (PQA) displaying the correction with a future invoice cycle. If the manufacturer made an overpayment for any incorrectly invoiced amount, then upon receipt of the PQA the manufacturer can apply the credit against future invoices.  If the rebate vendor finds that the manufacturer does not have a valid claim as to the questioned amounts, the rebate vendor will notify the drug manufacturer that the invoice was correct as billed and request any outstanding payments (including interest).  If the drug manufacturer disagrees with the rebate vendor’s decision, the manufacturer can escalate the disagreement to CMS for guidance.  
Supplemental Rebates
Supplemental rebates are additional rebates negotiated by an individual state. DCH amended its state plan and effective July 1, 2009, DCH elected to replace its multi-State supplemental rebate agreement with a single-State supplemental rebate agreement.  The rebate vendor acts as a facilitator between DCH and the drug manufacturers.  The rebate vendor solicits the manufacturers, organizes the bid process and negotiates the supplemental rebate agreements although DCH has final approval or rejection of all agreements.  Supplemental rebates are processed in a manner similar to regular rebates. Supplemental rebate pricing is applied to the contracted NDC‘s utilization invoiced under the federal rebate program invoice for the quarter or contracted dates. 
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