From: CMS MDROperations

To: ERIN.NARUS@ALASKA.GOV; HEATHER.VEGA@MEDICAID.ALABAMA.GOV;
CINNAMON.PEARSON@DHS.ARKANSAS.GOV; RICARDO.GUILLEN@AZAHCCCS.GOV;
ITMBDRUGREBATEADMIN@DHCS.CA.GOV; HASSOUND@MAGELLANHEALTH.COM; CTDRUGREBATE@DXC.COM;
BARRY.POPE@CONDUENT.COM; LORI.A.NICKLE@DXC.COM; JENNIFER.BOYD@MOLINAHEALTHCARE.COM;
HMBROWNI1@MAGELLANHEALTH.COM; IREE.BLOUNT@CONDUENT.COM;
KCARLSON@CHANGEHEALTHCARE.COM; EIDET@DHW.IDAHO.GOV; BRAD.WALLNER@ILLINOIS.GOV;
INDIANA.REBATES@CATAMARANRX.COM; KSDRUGREBATE@DXC.COM; MBDANIELS@MAGELLANHEALTH.COM;
BRIAN.HANNER@LA.GOV; JOSEL.FERNANDES@CONDUENT.COM; DORINE.RASCOE@MARYLAND.GOV;
JAN.WRIGHT @MAINE.GOV; OKEEFET@michigan.gov; SHARON.FEINSTEIN-ROSENBLUM@STATE.MN.US;
JACQUELINE.K.HICKMAN@DSS.MO.GOV; PETER.MONTGOMERY @Medicaid.MS.GOV; CDAVID@MT.GOV;
CPADERICK@CSGOV.COM; BJOYCE@ND.GOV; JEFF.ROZENDAL@NEBRASKA.GOV;
JDCOX1@MAGELLANHEALTH.COM; DAVID.R.WILLIAMS@DHS.STATE.NJ.US; MARVIN.BOYD@CONDUENT.COM;
JLEID@DXC.COM; ROUSSEAUA@MAGELLANHEALTH.COM; ICOOKSON@CHANGEHEALTHCARE.COM;
VINOTH.DANIEL@OKHCA.ORG; KIRSTEN.KESLING@DXC.COM; DRULLO@CHANGEHEALTHCARE.COM;
DAWN.ROUSSEAU@DXC.COM; SAMUEL.FIELDS@SCDHHS.GOV; JOSEPH.WIESELER@STATE.SD.US;
KEN.BARKER@TN.GOV; LINDA.BRUMBLE@HHSC.STATE.TX.US; JSTROHECKER@UTAH.GOV;
MBDANIELS@MAGELLANHEALTH.COM; SMARTIN@CHANGEHEALTHCARE.COM;
JOHNNA.ZIEGLER@HCA.WA.GOV; LAURENT.FERRARI@WISCONSIN.GOV; SSALDANHA4@DXC.COM;
nmccormick@ghsinc.com

Cc: CMS MDROperations

Subject: (States) Upcoming Changes to Various Medicaid Drug Rebate Program (MDRP)-Related File Formats
Date: Monday, March 9, 2020 12:45:51 PM

Attachments: CMS-R-144 Record Layout.pdf

CMS-R-144 Data Definitions.pdf

ROSI Electronic Format for CMS-304.pdf
Instructions for CMS-304 ROSI.pdf

POAS Electronic Format for CMS-304a.pdf
Instructions for CMS-304a POAS.pdf
Quarterly Rebate File for MDP.pdf
Quarterly UROA File for MDP.pdf

Importance: High

Dear State Technical Contact:

As you know, over the last few years, several high cost drugs have been introduced to the
market. Due to field size limitations on existing MDRP-related file formats (e.g., the State
Invoice, the Reconciliation of State Invoice (ROSI), the Prior Quarter Adjustment Statement
(PQAS), etc.), these drugs have been excluded from standard MDRP data transmissions, and
handled via alternative, manual processes instead. For example, rather than being transmitted
as part of the standard quarterly rebate files, the Unit Rebate Amounts (URAS) and Unit
Rebate Offset Amounts (UROAS) for these drugs have been added to supplemental
URA/UROA files that are manually created each quarter and then posted in the Drug Data
Reporting for Medicaid (DDR) system.

Concurrent to this rise in the number of high cost drugs, CMS has been building a new system,
the Medicaid Drug Programs (MDP) system, which will contain modules for several Medicaid
pharmacy programs, including the MDRP. In response to numerous requests to address the
field length problem imposed by the rise in the number of high cost drugs, CMS has
incorporated increased field lengths for all pricing, dollar, and unit values within MDP.
Further, to ensure consistency between MDP and the file formats that are regularly utilized as
part of the MDRP data transmission process, CMS has also revised those file formats
accordingly. In addition to the increased field sizes, some of the file formats (e.g., the ROSI
and PQAS) are also being modified to streamline and modernize the data fields included on
the forms.

At this time, we do not have a definitive implementation date for either the new MDP system
or the revised file formats; however, implementation of both could occur as early as January
2021. Therefore, to provide the states with as much time as possible to incorporate these
changes into their Medicaid pharmacy systems, we are attaching DRAFT copies of the
following revised file formats and associated data definitions:

e CMS R-144 File Format (i.e., the State Invoice and State Drug Utilization Data File
Format)
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MEDICAID DRUG REBATE PROGRAM

STATE INVOICE RECORD FORMAT - Form CMS-R-144
Tentatively Effective: January 1, 2021

Source: State Agencies
Target: CMS & Manufacturers

Field (.TXT) / Header Row (.CSV) Size Position Remarks

Record ID 4 1-4 Constant of “FFSU” or “MCOU”
State Code 2 5-6 P.O. Abbreviation

Labeler Code 5 7-11 NDC 1

Product Code 4 12-15 | NDC2

Package Size 2 16 -17 NDC 3

Period Covered 5 18 -22 QYYYY

FDA Product Name 10 | 23-32 ]E:frﬂ‘_“(:;s?alrgiﬁzrﬁfeerasgs on FDA listing
Unit Rebate Amount 15 33 -47 99999999.999999

Units Reimbursed 16 47 - 63 999999999999.999

Rebate Amount Claimed 16 63-79 | 9999999999999.99

Number of Prescriptions 8 79-87 | 99999999

Medicaid Amount Reimbursed 16 87 -103 | 9999999999999.99
Non-Medicaid Amount Reimbursed 16 103 - 119 | 9999999999999.99

Total Amount Reimbursed 16 119 - 135 | 9999999999999.99

All fields with decimals now require actual decimal







MEDICAID DRUG REBATE PROGRAM
STATE INVOICE DATA DEFINITIONS - Form CMS-R-144

Tentatively Effective January 1, 2021

Data Fields

Record ID: Constant “FFSU” or “MCOU.” The FFSU Record ID indicates that the
information for this NDC represents a Fee-for-Service Utilization record. The MCOU
Record ID indicates that the information for this NDC represents a Managed Care
Organization Utilization record.

Valid Values:
Within or earlier than 4Q2009 = Constant Record ID of FFSU
Within or later than 1Q2010 = FFSU & MCOU

NOTE: Per the Affordable Care Act, MCO utilization data cannot be reported for
quarter/year combinations earlier than 1Q2010.

Beginning with 1Q2010, CMS will accept one utilization record (i.e., one line of data)
per 11-digit NDC per quarter/year combination per Record ID type (FFSU vs. MCOU)
on an individual utilization data file.

State Code: Two-character post office abbreviation for the state. Alphabetic; 2-
character field.

Labeler Code: First segment of National Drug Code (NDC) that identifies the labeler.
Numeric values; 5-digit field; right-justified; zero-padded.

Product Code: Second segment of NDC. Alpha-numeric values; 4-digit field; right-
justified; zero-padded.

Package Size: Third segment of NDC. Alpha-numeric values; 2-digit field; right-
justified; zero-padded.

Period Covered: The calendar quarter and year in which the 11-digit NDC was paid for
by the State (for FFS units), or the calendar quarter and year in which the 11-digit NDC
was dispensed (for MCO units). Numeric values; 5-digit field; format: QYYYY; no
blanks.

Valid values for Q:

1 =January 1 — March 31

2 = April 1 - June 30

3 =July 1 — September 30

4 = October 1 — December 31

Valid values for YYYY: 4-digit calendar year equal to 1991 or later.





MEDICAID DRUG REBATE PROGRAM
STATE INVOICE DATA DEFINITIONS - Form CMS-R-144

Tentatively Effective January 1, 2021

FDA Product Name: First 10 characters of product name as approved by and/or listed
with the FDA. Alpha-numeric values; 10-digits.

Unit Rebate Amount (URA): The CMS-calculated amount (per reported unit type) to
be multiplied by Units Reimbursed by the state during the period covered. Numeric
values; 15-digit field: 8 whole numbers the decimal point (“.”) and 6 decimal places.

Units Reimbursed: The number of units (based on Unit Type) of the drug (11-digit
NDC level) reimbursed by the state during the period covered (for FFS units), or the
number of units (based on Unit Type) of the 11-digit NDC dispensed during the period
covered (for MCO units). Numeric values; 16-digit field: 12 whole numbers the
decimal point (*.”) and 3 decimal places.

Rebate Amount Claimed: The rebate amount that the State Medicaid Agency claims it
is owed by the labeler for the period covered for this (11-digit NDC) drug. Itis
calculated by multiplying the units reimbursed by the URA. Numeric values; 16-digit
field: 13 whole numbers the decimal point (*.”) and 2 decimal places.

Number of Prescriptions: The number of prescriptions reimbursed by the State
Medicaid Agency as outpatient drug claims during the period covered (for FFS units), or
the number of prescriptions dispensed as outpatient drug claims during the period
covered (for MCO units). Numeric values, 8-digit field; whole numbers only.

Medicaid Amount Reimbursed (MAR): The amount reimbursed (by the Medicaid
Program ONLY) to pharmacies or other providers for the (11-digit NDC) drug in the
period covered. Numeric values; 16-digit field: 13 whole numbers the decimal point (*.”)
and 2 decimals places.

NOTE: As capitated payment arrangements are sometimes utilized by states and MCOs,
a zero value in this field could be appropriate for MCO data; however, FFS utilization
records will reject if this field is reported with a value of zero.

Non-Medicaid Amount Reimbursed (NMAR): The amount reimbursed (by non-
Medicaid entities) to pharmacies or other providers for the (11-digit NDC) drug in the
period covered. The Non-Medicaid Amount Reimbursed includes any reimbursement
amount for which the state is not eligible for Federal Matching Funds. Numeric values;
16-digit field: 13 whole numbers the decimal point (*.”) and 2 decimal places.

Total Amount Reimbursed (TAR): The total amount reimbursed by both Medicaid and
non-Medicaid entities to pharmacies or other providers for the (11-digit NDC) drug in the
period covered (i.e., the sum of the Medicaid Amount Reimbursed and Non-Medicaid
Amount Reimbursed fields). This total is not reduced or affected by Medicaid rebates
paid to the state. This amount represents both the Federal and State Reimbursement and





MEDICAID DRUG REBATE PROGRAM
STATE INVOICE DATA DEFINITIONS - Form CMS-R-144

Tentatively Effective January 1, 2021

is inclusive of dispensing fees. Numeric values; 16-digit field: 13 whole numbers the
decimal point (*.”) and 2 decimal places.

NOTE: As capitated payment arrangements are sometimes utilized by states and MCOs,
a zero value in this field could be appropriate for MCO data only; however, FFS
utilization records will reject if this field is reported with a value of zero.






MEDICAID DRUG REBATE
PRIOR QUARTER ADJUSTMENT STATEMENT (PQAS) - CMS-304a
ELECTRONIC FORMAT

PAYMENT RECORD

FIELD (.TXT)/ HEADER ROW (.CSV) SIZE | REMARKS

Record 1D 1 Constant of “D” for Deposit

Unique Primary Key 25 (e.g. Manufacturer’s Settlement Number)

Payer 25 First 25 Positions of Payer Name

Principle Paid 16 | 9999999999999.99

Interest Paid 16 | 9999999999999.99

Total Payment Amount 16 9999999999999.99

State 2 Two Position Postal Abbreviation

Check Number or EFT trace 30 || Applies to hardcopy check or EFT payment

Payment Type 1 1 = check; 2 = EFT/ACH, 3 = no payment

Paid Date 8 Applies to check date or EFT transfer date

Addendum Field 1 40 || Additional Payment Details

Addendum Field 2 40 | Other data required by state
RECORD 1 - PQAS

FIELD (.TXT)/HEADER ROW (.CSV) | SIZE REMARKS

Record ID 1 Constant of “P1”

Labeler Name 25 First 25 Positions of Company Name

Labeler Code 5 NDC 1

Period Covered 5 QYYYY

Labeler Contact 20 Labeler’s Contact Person

Phone 14 Area Code/Phone No./Ext. of Contact

Fax 10 Labeler’s Contact Fax Number

State Code 2 Two Position Postal Abbreviation

Invoice Number 10 Corresponds to State Invoice Number

Date 8 Date Report was Created






MEDICAID DRUG REBATE
PRIOR QUARTER ADJUSTMENT STATEMENT (PQAS) - CMS-304a
ELECTRONIC FORMAT

RECORD 2 - PQAS

FIELD (.TXT)/HEADER ROW (.CSV) | SIZE REMARKS
Record ID 1 Constant of “P2”
Labeler Code 5 NDC 1
Product Code/Package 6 NDC 2 and 3
FDA Product Name 10 First 10 Positions of Product Name
FFS/MCO Record ID 4 Constant of “FFSU” or “MCOU”
Original Unit Rebate Amount 15 99999999.999999
Current Unit Rebate Amount 15 99999999.999999
Original Units Invoiced 16 999999999999.999
Current Units to Date 16 999999999999.999
Prior Units Paid 16 999999999999.999
Current Units Paid to Date 16 999999999999.999
Prior Units Disputed 16 999999999999.999
Current Units Disputed to Date 16 999999999999.999
Original Amount Invoiced 16 9999999999999.99
Revised Invoice Amount 16 9999999999999.99
Prior Amount Paid 16 9999999999999.99
Current Amount Paid to Date 16 9999999999999.99
Amount Paid This Transaction 16 9999999999999.99
. See Adjustment and Dispute Codes for
Adjustment Code(s) 3 CMS-304/304a
. See Adjustment and Dispute Codes for
Dispute Code(s) 3 CMS-304/304a
RECORD 3 - PQAS
FIELD (.TXT)/HEADER ROW (.CSV) | SIZE REMARKS
Record ID 1 Constant of “P3”
Labeler Code 5 NDC 1
Plus Interest Payment 16 Total for all NDCs 9999999999999.99
Total Remittance 16 Total for all NDCs 9999999999999.99







RECONCILIATION OF STATE INVOICE (ROSI) INSTRUCTIONS

The ROSI (Form CMS-304) is to be used only to respond to the state’s invoice for current
quarter utilization.

Labelers use the ROSI in the following instances:

e When disputing invoiced units
e When the state invoice contains zero Unit Rebate Amounts (URAS)

Labelers must remit accurate rebate payments; therefore, the current URA must be applied
to the units being paid. Labelers use the ROSI to report the correct URA to the state
within 30 days of receiving the state’s current quarter invoice. In addition, labelers should
send any pricing corrections to CMS.

Labelers may submit the ROSI in hard copy form or electronically. However, if a state
cannot accept an electronic ROSI, we expect the labeler to submit it in a hard copy format.

The adjustment and dispute codes found in the Adjustment and Dispute Codes for CMS
304/304a document are used for both the ROSI and the PQAS. We expect labelers to
select at least one adjustment or dispute code per NDC, and labelers may use several if
necessary. Some codes may be appropriate for either situation. In addition, some codes
require supporting documentation; however, supporting documentation can always be
submitted, even for those instances where it is not specifically mentioned.





RECONCILIATION OF STATE INVOICE (ROSI) - Form CMS-304LABELER

DATA DEFINITIONS
Tentatively Effective: January 1, 2021
Data Fields

NOTE: The field names and lengths for the 12 new fields in red below
are finalized, however the data definitions are not finalized and are
subject to change.

Record ID: Required Field - Constant of “D” for “Deposit”
Unique Primary Key: Required Field (e.g. manufacturer’s Settlement Number)
Payer: Required Field - First 25 Positions of Payer Name

Principle Paid: Required Field; Numeric values; 16-digit field: 13 whole numbers, the
decimal point (“.”) and 2 decimal places; right-justified; zero-padded.

Interest Paid: Required Field; Numeric values; 16-digit field: 13 whole numbers, the
decimal point (“.”) and 2 decimal places; right-justified; zero-padded.

Total Payment Amount: Required Field; Numeric values; 16-digit field: 13 whole
numbers, the decimal point (*.”) and 2 decimal places; right-justified; zero-padded.

State: Required Field - Two Position Postal Abbreviation

Check Number / EFT Trace: Optional Field (Applies to Hardcopy Check or EFT Pmt)
Payment Type: Optional Field (1 = Check; 2 = EFT/ACH; 3 = No Pmt)

Paid Date: Optional Field — Check or EFT Transfer Date

Addendum Field 1: Optional Field — Additional Payment Details

Addendum Field 2: Optional Field — Other Data Required by the State

Labeler Name: Name of labeler as it appears on the signed rebate agreement. Alpha-
numeric; first 25 letters of labeler name; left-justified; blank-filled.

Labeler Code: The first segment of the National Drug Code (NDC) that identifies the
labeler. Numeric values; 5-digit field; right-justified; zero-padded.

Period Covered: Current quarter and year. Numeric values; 5-digit field; format:
QYYYY, no blanks.

Valid values for P:

1 =January 1 - March 31





2 = April 1 - June 30
3 =July 1 - September 30
4 = October 1 - December 31

Valid values for YYYY': 4-digit calendar year equal to 1991 or later.

Labeler Contact: Labeler’s Invoice contact. Alphabetic values; 20-character field; left-
justified; first name and last name separated by 1 blank.

Phone: Labeler’s Invoice contact phone number. Numeric values; 14-digit field; 10-digit
area code and phone number; 4-digit extension or blanks.

Fax: Labeler’s Invoice contact fax number. Numeric values; 10-digit field; area code and
fax number.

State Code: State postal abbreviation. Alphabetic values; 2-character field; no blanks.

Invoice Number: If no invoice number, blank-filled. Alpha-numeric values; 10-digit
field; right-justified.

Date: Date ROSI was generated. Numeric values; 8-digit field; format: MMDDYYYY; no
blanks.

Product Code/Package (Column A): The second and third segments of the NDC. Alpha-
numeric values; 6-digit field; right-justified; zero-padded.

FDA Product Name (Column B): First 10 characters of product name as approved by
and/or listed with the FDA. Alpha-numeric values; 10-digit field; left-justified; blank-
filled.

FFS/MCO Record ID (Column C): Constant of “FFSU” or “MCOU”: The FFSU Record
ID indicates that the information for this NDC represents a Fee-For-Service record. The
MCOU Record ID indicates that the information for this NDC represents a Managed Care
Organization record

Valid Values:
Within or earlier than 4Q2009 = Constant Record ID of FFSU
Within or later than 1Q2010 = FFSU & MCOU

Unit Rebate Amount (URA) (Column D: CMS-Calculated URA as shown on the state
invoice. Numeric values; 15-digit field: 8 whole numbers, the decimal point (*.”) and 6
decimal places; zero-padded; right-justified.

Adjusted Unit Rebate Amount (Column E): URA if adjusted from the amount in the
URA field or blank if not applicable. (The Adjustment Code field must be annotated.)
Numeric values; 15-digit field: 8 whole numbers, the decimal point (*.”) and 6 decimal
places; right-justified. Calculate to five decimal places and round to four, pad positions 5
& 6 with zeros.





Units Invoiced (Column F): The total units reimbursed as shown on the invoice. Numeric
values; 16-digit field: 12 whole numbers, the decimal point (*.”) and 3 decimal places;
right-justified; zero-padded.

Adjusted Units (Column G): Adjusted units preceded by a + or — based on labeler and
state agreement. Annotate Adjustment Code field if adjusted units are present. Numeric
values; 16-digit field: 12 whole numbers, the decimal point (*.”) and 3 decimal places;
right-justified; blank-filled if not applicable.

Labeler Disputed Units (Column H): Disputed units. Numeric values; 16-digit field: 12
whole numbers, the decimal point (*.”) and 3 decimal places; right-justified; zero-padded.

Units Paid (Column 1): Number of units paid after calculating adjustments and disputes.
Numeric values; 16-digit field: 12 whole numbers, the decimal point (*.”) and 3 decimal
places; right-justified; zero-padded.

Adjustment Code(s) (Column J): Adjustment explanation(s). Alphabetic values; 3-
character field. Valid values per attached list of codes. Up to 3 Adjustment Codes per
NDC; blanks for fewer than 3 codes.

Dispute Code(s) (Column K): Dispute explanation(s). Alphabetic values; 3-character
field. Valid values per attached list of codes. Up to 3 Dispute Codes per NDC; blanks for
fewer than 3 codes.

Rebate Amount Invoiced (Column L): The total rebate amount the State Medicaid
Agency has billed the labeler for the period covered for this 11-digit NDC. Numeric
values; 16-digit field: 13 whole numbers, the decimal point (*.”) and 2 decimal places;
right-justified; zero-padded.

Invoice Correction Amount (+ or -) (Column M): Adjusted invoice amount based on
any adjustments or disputes. Numeric values preceded by a + or -; 16-digit field: 13 whole
numbers, the decimal point (*.”) and 2 decimal places; right-justified; zero-padded.

Withheld Invoice Amount (Column N): Rebate amount withheld based on any
adjustments or disputes. Numeric values; 16-digit field: 13 whole numbers, the decimal
point (*.”) and 2 decimal places; right-justified; zero-padded.

Rebate Amount Paid (Column O): Total rebate amount paid for the NDC in the period
covered. Numeric values; 16-digit field: 13 whole numbers, the decimal point (*.”) and 2
decimal places; right-justified; zero-padded.

Plus Interest Payment: Total amount of interest paid with this invoice. Numeric values;
16-digit field: 13 whole numbers, the decimal point (*.”) and 2 decimal places; right-
justified; zero-padded.

Total Remittance: Total rebate amount paid for all NDCs, including any interest
payment. Numeric values; 16-digit field: 13 whole numbers, the decimal point (*.”) and 2
decimals; right-justified; zero-padded.





		RECONCILIATION OF STATE INVOICE (ROSI) INSTRUCTIONS




MEDICAID DRUG REBATE
PRIOR QUARTER ADJUSTMENT STATEMENT (PQAS) - CMS-304a
ELECTRONIC FORMAT

PAYMENT RECORD

FIELD (.TXT)/ HEADER ROW (.CSV) SIZE | REMARKS

Record ID 1 Constant of “D” for Deposit

Unique Primary Key 25 (e.g. Manufacturer’s Settlement Number)

Payer 25 First 25 Positions of Payer Name

Principle Paid 16 | 9999999999999.99

Interest Paid 16 [ 9999999999999.99

Total Payment Amount 16 9999999999999.99

State 2 Two Position Postal Abbreviation

Check Number or EFT trace 30 || Applies to hardcopy check or EFT payment

Payment Type 1 1 = check; 2 = EFT/ACH, 3 = no payment

Paid Date 8 Applies to check date or EFT transfer date

Addendum Field 1 40 | Additional Payment Details

Addendum Field 2 40 | Other data required by state
RECORD 1 - PQAS

FIELD (.TXT)/HEADER ROW (.CSV) | SIZE REMARKS

Record ID 1 Constant of “P1”

Labeler Name 25 First 25 Positions of Company Name

Labeler Code 5 NDC 1

Period Covered 5 QYYYY

Labeler Contact 20 Labeler’s Contact Person

Phone 14 Area Code/Phone No./Ext. of Contact

Fax 10 Labeler’s Contact Fax Number

State Code 2 Two Position Postal Abbreviation

Invoice Number 10 Corresponds to State Invoice Number

Date 8 Date Report was Created






MEDICAID DRUG REBATE
PRIOR QUARTER ADJUSTMENT STATEMENT (PQAS) - CMS-304a
ELECTRONIC FORMAT

RECORD 2 - PQAS

FIELD (.TXT)/HEADER ROW (.CSV) | SIZE REMARKS

Record ID 1 Constant of “P2”

Labeler Code 5 NDC 1

Product Code/Package 6 NDC 2 and 3

FDA Product Name 10 First 10 Positions of Product Name

FFS/MCO Record ID 4 Constant of “FFSU” or “MCOU”

Original Unit Rebate Amount 15 99999999.999999

Current Unit Rebate Amount 15 99999999.999999

Original Units Invoiced 16 999999999999.999

Current Units to Date 16 999999999999.999

Prior Units Paid 16 999999999999.999

Current Units Paid to Date 16 999999999999.999

Prior Units Disputed 16 999999999999.999

Current Units Disputed to Date 16 999999999999.999

Original Amount Invoiced 16 9999999999999.99

Revised Invoice Amount 16 9999999999999.99

Prior Amount Paid 16 9999999999999.99

Current Amount Paid to Date 16 9999999999999.99

Amount Paid This Transaction 16 9999999999999.99

Adjustment Code(s) 3 See Adjustment and Dispute Codes for

CMS-304/304a
Dispute Code(s) 3 See Adjustment and Dispute Codes for
CMS-304/304a

RECORD 3 - PQAS

FIELD (.TXT)/HEADER ROW (.CSV) | SIZE REMARKS

Record ID 1 Constant of “P3”

Labeler Code 5 NDC 1

Plus Interest Payment 16 Total for all NDCs 9999999999999.99

Total Remittance 16 Total for all NDCs 9999999999999.99







PRIOR QUARTER ADJUSTMENT STATEMENT (PQAS) INSTRUCTIONS

The PQAS (Form CMS-304a) is to be used to reconcile and explain prior quarter
actions/payments/credits to states.

Labelers use the PQAS in the following instances:
e When responding to the state’s invoice for unit changes for prior quarters
e When initially disputing invoiced units
e When reporting adjustments to prior rebate payments as a result of changes in pricing data
(PPAS)

Labelers may submit the PQAS in hard copy form or electronically. However, if a state cannot
accept an electronic PQAS, we expect labelers to submit the PQAS in hard copy format.

The adjustment and dispute codes found in the Adjustment and Dispute Codes for CMS 304/304a
document are used for both the ROSI and PQAS. Labelers should select at least one adjustment or
dispute code per NDC, and may use several if necessary. Some codes may be appropriate for
either situation. In addition, some codes require supporting documentation; however, supporting
documentation can always be submitted, even for those instances where it is not specifically
mentioned.





PRIOR QUARTER ADJUSTMENT STATEMENT (PQAS) — Form CMS-304a
LABELER DATA DEFINITIONS
Tentatively Effective: January 1, 2021

Data Fields

NOTE: The field names and lengths for the 12 new fields in red below are
finalized, however the data definitions are not finalized and are subject to

change.

Record ID: Required Field - Constant of “D” for “Deposit”

Unique Primary Key: Required Field (e.g. manufacturer’s Settlement Number)
Payer: Required Field - First 25 Positions of Payer Name

Principle Paid: Required Field; Numeric values; 16-digit field: 13 whole numbers, the decimal
point (“.”) and 2 decimal places; right-justified; zero-padded.

Interest Paid: Required Field; Numeric values; 16-digit field: 13 whole numbers, the decimal
point (*.”) and 2 decimal places; right-justified; zero-padded.

Total Payment Amount: Required Field; Numeric values; 16-digit field: 13 whole numbers, the
decimal point (“.”) and 2 decimal places; right-justified; zero-padded.

State: Required Field - Two Position Postal Abbreviation

Check Number / EFT Trace: Optional Field (Applies to Hardcopy Check or EFT Pmt)
Payment Type: Optional Field (1 = Check; 2 = EFT/ACH; 3 = No Pmt)

Paid Date: Optional Field — Check or EFT Transfer Date

Addendum Field 1: Optional Field — Additional Payment Details

Addendum Field 2: Optional Field — Other Data Required by the State

Labeler Name: Name of labeler as it appears on the signed rebate agreement. Alpha-numeric;
first 25 letters of labeler name; left-justified; blank-filled.

Labeler Code: The first segment of the National Drug Code (NDC) that identifies the labeler.
Numeric values; 5-digit field; right-justified; zero-padded.

Period Covered: Current quarter and year. Numeric values; 5-digit field; format: QYYYY; no
blanks.

Valid values for P:

1 =January 1 - March 31

2 = April 1 - June 30

3 =July 1 - September 30

4 = October 1 - December 31





Valid values for YYYY': 4-digit calendar year equal to 1991 or later.

Labeler Contact: Labeler’s Invoice contact. Alphabetic values; 20-character field; left-justified,;
first name and last name separated by 1 blank.

Phone: Labeler’s Invoice contact phone number. Numeric values; 14-digit field; 10-digit area
code and phone number; 4-digit extension or blanks.

Fax: Labeler’s Invoice contact fax number. Numeric values; 10-digit field; area code and fax
number.

State Code: State postal abbreviation. Alphabetic values; 2-character field; no blanks.

Invoice Number: If no invoice number, blank-filled. Alpha-numeric values; 10-digit field; right-
justified.

Date: Date ROSI was generated. Numeric values; 8-digit field; format: MMDDYYYY; no
blanks.

Product Code/Package (Column A): The second and third segments of the NDC. Alpha-
numeric values; 6-digit field; right-justified; zero-padded.

FDA Product Name (Column B): First 10 characters of product name as approved by and/or
listed with the FDA. Alpha-numeric values; 10-digit field; left-justified; blank-filled.

FFS/MCO Record ID (Column C): Constant of “FFSU” or “MCOU”: The FFSU Record ID
indicates that the information for this NDC represents a Fee-For Service record. The MCOU
Record ID indicates that the information for this NDC represents a Managed Care Organization
record.

Valid Values:

Within or earlier than 4Q2009 = Constant Record ID of FFSU
Within or later than 1Q2010 = FFSU & MCOU

Original Unit Rebate Amount (URA) (Column D): CMS-calculated URA as shown on the
original state invoice. Numeric values; 15-digit field: 8 whole numbers, the decimal point (*.”) and
6 decimal places; zero-padded; right-justified.

Current Unit Rebate Amount (URA) (Column E): The adjusted/current URA. Numeric values;
15-digit field: 8 whole numbers, the decimal point (*.”) and 6 decimal places; right-justified;
blank-filled if not applicable.

Original Units Invoiced (Column F): The number of units reported on the original invoice.
Numeric values; 16-digit field: 12 whole numbers, the decimal point (“.”) and 3 decimal places;
right-justified; zero-padded.

Current Units to Date (Column G): The number of units agreed upon by the labeler and state,
as adjusted from the original invoice. Numeric values; 16-digit field; 12 whole numbers, the
decimal point (“.”) and 3 decimal places; right-justified; zero-padded.





Prior Units Paid (Column H): The total units previously paid from the original invoice. Numeric
values; 16-digit field: 12 whole numbers, the decimal point (*.”) and 3 decimal places; right-
justified; zero-padded.

Current Units Paid to Date (Column I): The total units paid for this NDC with this PQAS.
Numeric values; 16-digit field: 12 whole numbers, the decimal point (“.”) and 3 decimal places;
right-justified; zero-padded.

Prior Units Disputed (Column J): The total units previously disputed from the original invoice.
Numeric values; 16-digit field: 12 whole numbers, the decimal point (*.”) and 3 decimal places;
right-justified; zero-padded.

Current Units Disputed to Date (Column K): The total units disputed for this NDC, with this
PQAS. Numeric values; 16-digit field: 12 whole numbers, the decimal point (*.”) and 3 decimal
places; right-justified; zero-padded.

Original Amount Invoiced (Column L): The total rebate amount originally invoiced for this
NDC. Numeric values; 16-digit field: 13 whole numbers, the decimal point (*.”) and 2 decimal
places; right-justified; zero-padded.

Revised Invoice Amount (Column M): The total rebate amount as adjusted (where applicable)
by this PQAS for this NDC. Numeric values; 16-digit field: 13 whole numbers, the decimal point
(°.”) and 2 decimal places; right-justified; zero-padded.

Prior Amount Paid (Column N): The total amount previously paid for this NDC from the
original invoice. Numeric values; 16-digit field: 13 whole numbers, the decimal point (*.”) and 2
decimal places; right-justified; zero-padded.

Current Amount Paid to Date (Column O): The total amount paid for this NDC, including
payments made via this PQAS. Numeric values; 16-digit field: 13 whole numbers, the decimal
point (“.”) and 2 decimal places; right-justified; zero-padded.

Amount Paid This Transaction (Column P): The difference between columns M and N (the
result may be a positive or negative number). Numeric values; 16-digit field: 13 whole numbers,
the decimal point (“.”) and 2 decimal places; right-justified; zero-padded.

Adjustment Code(s) (Column Q): Adjustment explanation(s). Alphabetic values; 3-character
field. Valid values per attached list of codes. Up to 3 Adjustment Codes per NDC; blanks for
fewer than 3 codes.

Dispute Code(s) (Column R): Dispute explanation(s). Alphabetic values; 3-character field. Valid
values per attached list of codes. Up to 3 Dispute Codes per NDC; blanks for fewer than 3 codes.

Plus Interest Payment: Total amount of interest paid with this PQAS. Numeric; values 16-digit
field: 13 whole numbers, the decimal point (*.”) and 2 decimal places; right-justified; zero-
padded.

Total Remittance: Total rebate amount paid on this PQAS for all NDCs, including any interest
payment. Numeric values; 16-digit field: 13 whole numbers, the decimal point (*.”) and 2 decimal
places; right-justified; zero-padded.






QUARTERLY REBATE FILE
Text File Format and Data Definitions

Source: CMS

Target: State Agencies
Field Size Position Remarks
Record ID 4 1-4 Constant of “01@@”"
Labeler Code 5 5-9 NDC 1
Product Code 4 10-13 NDC 2
Package Size 2 14 -15 NDC 3
Period Covered 5 16 - 20 QYYYY
FDA Product Name 10 21 -130 See Data Element Definitions
Drug Category 1 31-31 See Data Element Definitions
Therapeutic Equivalence Code 2 32-33 See Data Element Definitions
Unit Type 3 34 - 36 See Data Element Definitions
Units Per Package Size 11 37 -47 9999999.999
Unit Rebate Amount 15 48 — 62 99999999.999999
URA Type 1 63-63 See Data Element Definitions
FDA Approval Date 8 64-71 MMDDYYYY
Market Date 8 72-179 MMDDYYYY
Termination Date 8 80 - 87 MMDDYYYY
Date Termination Date Certified 8 88-95 MMDDYYYY
Drug Type 1 96 - 96 See Data Element Definitions
Clotting Factor Indicator 1 97 -97 YorN
Exclusively Pediatric Indicator 1 98 - 98 YorN
Covered Outpatient Drug Status 2 99 - 100 See Data Element Definitions
FDA Application Number/OTC 7 101 - 107 | See Data Element Definitions
Monograph Number
Reactivation Date 8 108 — 115 MMDDYYYY
Line Extension Drug Indicator 1 116 - 116 See Data Element Definitions
Record Type Indicator 1 117 - 117 See Data Element Definitions

Logical Record Length =117






QUARTERLY REBATE FILE DATA DEFINITIONS

Record ID: Constant value of “01@@.”

Labeler Code: First segment of the National Drug Code (NDC) that identifies the labeler.
Product Code: Second segment of the NDC.

Package Size: Third segment of the NDC.

Period Covered: The calendar quarter and year covered by the data submission.

Valid Values for Q:

1 =January 1 - March 31

2 = April 1 - June 30

3 =July 1 - September 30

4 = October 1 - December 31

Valid Values for YYYY: Four-digit calendar year.
FDA Product Name: The first 10 characters of the drug name as it appears on FDA SPL listing.

Drug Category: Indicates whether the drug has been reported as single source, innovator multiple source
or non-innovator multiple source.

Valid Values:

S = Single source
| = Innovator multiple source
N = Non-innovator multiple source

Therapeutic Equivalence Code (TEC): FDA-assigned Therapeutic Equivalence Codes as found in the
FDA’s Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations.

Valid Values:

AA = Products in Conventional Dosage Forms Not Presenting Bioequivalence Problems
AB = Products Meeting Necessary Bioequivalence Requirements assigned an FDA TEC of AB, or AB1
through AB9

AN = Solutions and Powders for Aerosolization

AO = Injectable Oil Solutions

AP = Injectable Aqueous Solutions and, in Certain Instances, Intravenous Non-Aqueous
AT = Topical Products

BC = Extended-Release Dosage Forms (Capsules, Injectables, and Tablets)

BD = Active Ingredients and Dosage Form With Documented Bioequivalence Problems
BE = Delayed-Release Oral Dosage Forms

BN = Products in Aerosol-Nebulizer Drug Delivery Systems

BP = Active Ingredients and Dosage Forms with Potential Bioequivalence Problems

BR = Suppositories or Enemas That Deliver Drugs for Systemic Absorption

BS = Products Having Drug Standard Deficiencies





BT = Topical Products with Bioequivalence Issues
BX = Drug Products for Which the Data Are Insufficient To Determine Therapeutic Equivalence
NR = Not Rated

Unit Type: Basic measurement that represents the smallest unit by which the drug is normally dispensed.
Valid Values:

AHF = Injectable Anti-Hemophilic Factor

CAP = Capsule

EA = EACH (for drugs not identifiable by any other unit type)
GM = Gram

ML = Milliliter

SUP = Suppository

TAB = Tablet

TDP = Transdermal patch

Units Per Package Size: The total number of units in the smallest dispensable amount for the 11-digit
NDC.

Unit Rebate Amount: The CMS-calculated amount (per reported unit type) to be claimed as a rebate by
the state.

URA Type: The methodology that CMS used to calculate the URA. For any drug that is not a Line
Extension, the URA Type will be the Standard methodology, and for Line Extension drugs, the URA Type
will be the greater of the Standard or Alternative methodology. NOTE: If a zero URA appears on the
quarterly file (i.e., along with a “1” rebate indicator), the URA Type field will be blank.

Valid Values:

S = Standard
A = Alternative

FDA Approval Date: NDA (including Authorized Generic), ANDA or BLA approval date. For covered
outpatient drugs for which the FDA does not require approval, the FDA Approval Date will be 09/30/1990,
or, if the drug was first marketed after 09/30/1990, the actual date the drug was first marketed.

Market Date: For S, I, and N drugs marketed under an FDA-approved application (e.g. ANDA, BLA,
NDA, NDA Authorized Generic), the earliest date the drug was first marketed under the application number
by any labeler. For drugs marketed without an FDA-approved application (e.g. OTC monograph,
unapproved drug), the earliest date the drug was first marketed by any labeler. Reported Market Dates that
fall earlier than 9/30/1990 (i.e., the start of the Medicaid Drug Rebate Program) are automatically changed
to 9/30/1990, since dates earlier than the start of the Medicaid Drug Rebate Program have no bearing on the
program.

Termination Date: The date the drug was withdrawn from the market or the drug’s last lot expiration date.

Date Termination Date Certified: The date on which the reported Termination Date was certified by the
labeler in MDP.

Drug Type: Identifies the drug as prescription (Rx) or over-the-counter (OTC).





Valid Values:

1=Rx
2=0TC

Clotting Factor Indicator: In accordance with section 1927(c)(1)(B)(iii) of the Social Security Act, an
indicator which identifies a Single Source or Innovator Multiple Source drug as a clotting factor for which a
separate furnishing payment is made under section 1842(0)(5) of the Act.

Valid Values:

Y =Yes
N = No

Pediatric Indictor: In accordance with section 1927(c)(1)(B)(iii) of the Social Security Act, an indicator
which identifies a Single Source or Innovator Multiple Source drug approved by the FDA exclusively
for pediatric indications for patients in the FDA-defined pediatric age group (i.e., birth to 16 years).

Valid Values:

Y =Yes
N = No

Covered Outpatient Drug Status: A category that identifies how a product meets the statutory definition
of a covered outpatient drug in accordance with sections 1927(k)(2) to 1927(k)(4) of the Social Security
Act.

Valid Values:

01 = Abbreviated New Drug Application (ANDA)

02 = Biological License Application (BLA)

03 = New Drug Application (NDA) 04

= NDA Authorized Generic

05 = DESI 5* — LTE/IRS drug for all indications

06 = DESI 6* — LTE/IRS drug withdrawn from market

07 = Prescription Pre-Natal Vitamin or Fluoride

08 = Prescription Dietary Supplement/Vitamin/Mineral (Other than Prescription Pre-Natal Vitamin or
Fluoride)

09 = OTC Monograph Tentative

10 = OTC Monograph Final

11 = Unapproved Drug — Drug Shortage

12 = Unapproved Drug — Per 1927(k)(2)(A)(ii)

13 = Unapproved Drug — Per 1927(k)(2)(A)(iii)

*NDCs with a COD Status of DESI 5/6 are not eligible for coverage or rebates under the Medicaid Drug
Rebate Program.

FDA Application Number/OTC Monograph Number: For drugs with a COD status of ANDA, BLA,
NDA, or NDA Authorized Generic, this is the application number (assigned by the FDA for approval to
market a drug or biological in the United States) under which the NDC is currently marketed.

For drugs with a COD status of OTC Monograph Tentative or Final, this is the FDA’s regulatory citation





for the OTC. For drugs with a COD Status of OTC Monograph Final, the first four characters are a
constant of “PART?”; the last three characters are the numeric values for the appropriate regulatory citation
for the product (e.g., “225”). For drugs with a COD Status of OTC Monograph Tentative, the first four
characters are a constant of “PART”; the last three characters are the numeric values for the appropriate
regulatory citation for the product, or 3 zeroes if a Monograph Number is not available.

For drugs with a COD Status other than ANDA, BLA, NDA, NDA Authorized Generic, OTC Monograph
Final, or OTC Monograph Tentative, the FDA Application No./OTC Monograph No. field is zero- filled.

Reactivation Date: The date on which a terminated product is re-introduced to the market.

Line Extension Drug Indicator: ldentifies whether a product is a line extension drug as defined in
Section 1927(c)(2)(C) of the Social Security Act, including whether the drug is excluded from the statutory
definition of a line extension on the basis of being an abuse-deterrent formulation (ADF). If a labeler is
seeking an ADF exclusion, a value of “R” will appear in this field. NOTE: If a Line Extension Drug
Indicator has not been reported for an NDC, this field will be blank.

Valid Values:

Y =Yes

N = No (i.e., neither LE nor ADF)
R = Request for ADF Exclusion
E = Excluded (Due to ADF)

Record Type Indicator: Provides information regarding each individual line of data included on a
quarterly rebate file.

Valid Values:

0 Indicator = initial, valid URA for an NDC and a particular quarter/year

1 Indicator = zero URA (due to missing quarterly pricing, 400/400 edit, systems edits, etc.)

2 Indicator = value of previously calculated URA

3 Indicator = value of replacement URA (always appears along with a corresponding 2 Indicator record)

4 Indicator = value of each initial Termination Date and value of each initial Reactivation Date in a
Termination/Reactivation Date set. (Each NDC can have more than one set of
Termination/Reactivation Dates.)

5 Indicator = value of previously reported Termination Date and/or Reactivation Dateperiod

6 Indicator = value of replacement Termination Date and/or Reactivation Date period (alwaysappears
along with a corresponding 5 Indicator record)

7 Indicator = URA for this quarter/year is no longer valid due to a product change by the labeler(e.g.,
Term. Date change, Market Date change, etc.)

8 Indicator = URA for this quarter/year was previously invalid, but is now valid again due to another

product data change by the labeler (e.g., Term. Date change, Market Date change, etc.)





		QUARTERLY REBATE FILE

		Record ID:  Constant value of “01@@.”

		Labeler Code:  First segment of the National Drug Code (NDC) that identifies the labeler.

		Product Code:  Second segment of the NDC.

		Package Size:  Third segment of the NDC.

		Period Covered:  The calendar quarter and year covered by the data submission.

		FDA Product Name:  The first 10 characters of the drug name as it appears on FDA SPL listing.

		Drug Category:  Indicates whether the drug has been reported as single source, innovator multiple source or non-innovator multiple source.

		Therapeutic Equivalence Code (TEC):  FDA-assigned Therapeutic Equivalence Codes as found in the FDA’s Orange Book:  Approved Drug Products with Therapeutic Equivalence Evaluations.

		Unit Type:  Basic measurement that represents the smallest unit by which the drug is normally dispensed.

		Units Per Package Size:  The total number of units in the smallest dispensable amount for the 11-digit NDC.

		Unit Rebate Amount:  The CMS-calculated amount (per reported unit type) to be claimed as a rebate by the state.

		URA Type:  The methodology that CMS used to calculate the URA. For any drug that is not a Line Extension, the URA Type will be the Standard methodology, and for Line Extension drugs, the URA Type will be the greater of the Standard or Alternative meth...

		FDA Approval Date:  NDA (including Authorized Generic), ANDA or BLA approval date.  For covered outpatient drugs for which the FDA does not require approval, the FDA Approval Date will be 09/30/1990, or, if the drug was first marketed after 09/30/1990...

		Market Date:  For S, I, and N drugs marketed under an FDA-approved application (e.g. ANDA, BLA, NDA, NDA Authorized Generic), the earliest date the drug was first marketed under the application number by any labeler. For drugs marketed without an FDA-...

		Termination Date:  The date the drug was withdrawn from the market or the drug’s last lot expiration date.

		Date Termination Date Certified:  The date on which the reported Termination Date was certified by the labeler in MDP.

		Drug Type:  Identifies the drug as prescription (Rx) or over-the-counter (OTC).

		Clotting Factor Indicator:  In accordance with section 1927(c)(1)(B)(iii) of the Social Security Act, an indicator which identifies a Single Source or Innovator Multiple Source drug as a clotting factor for which a separate furnishing payment is made ...

		Pediatric Indictor:  In accordance with section 1927(c)(1)(B)(iii) of the Social Security Act, an indicator which identifies a Single Source or Innovator Multiple Source drug approved by the FDA exclusively

		Covered Outpatient Drug Status:  A category that identifies how a product meets the statutory definition of a covered outpatient drug in accordance with sections 1927(k)(2) to 1927(k)(4) of the Social Security Act.

		FDA Application Number/OTC Monograph Number:  For drugs with a COD status of ANDA, BLA, NDA, or NDA Authorized Generic, this is the application number (assigned by the FDA for approval to market a drug or biological in the United States) under which t...

		Line Extension Drug Indicator:  Identifies whether a product is a line extension drug as defined in Section 1927(c)(2)(C) of the Social Security Act, including whether the drug is excluded from the statutory definition of a line extension on the basis...

		Record Type Indicator:  Provides information regarding each individual line of data included on a quarterly rebate file.

		Valid Values:






QUARTERLY UROAFILE
Text File Format and Data Definitions

Source: CMS
Target: State Agencies
Field Size Position Remarks
Record ID 4 1-4 Constant of “99@@”
Labeler Code 5 5-9 NDC 1
Product Code 4 10-13 NDC 2
Package Size 2 14 - 15 NDC 3
Period Covered 7 16 - 22 MMMYYYY
Unit Rebate Offset Amount 15 23 - 37 99999999.999999
Record Type Indicator 1 38 - 38 See Data Element Definitions

Logical Record Length = 38






UROA FILE DATA DEFINITIONS
Record ID: Constant value of “99@@.”
Labeler Code: First segment of the National Drug Code (NDC1) that identifies the labeler.
Product Code: Second segment of the NDC.
Package Size: Third segment of the NDC.
Period Covered: The calendar months and year covered by the data submission
Valid Values for MMM:

JFM = January, February, March

AMJ = April, May, June

JAS = July, August, September

OND = October, November, December

Valid Values for YYYY: Four-digit calendar year.
Unit Rebate Offset Amount: The CMS-calculated amount (per reported unit type).

Record Type Indicator: Provides information regarding each individual line of data included on
a quarterly UROA file.

Valid Values:

0 Indicator = initial, valid UROA for an NDC and a particular period covered

1 Indicator = zero UROA (due to missing quarterly pricing, 400/400 edit, systems changes, etc.)

5 Indicator = UROA for this period is no longer valid due to a product change by the labeler (e.g.,
Termination Date change, Market Date change, etc.)

6 Indicator = UROA for this period was previously invalid, but is now valid again due to another
product data change by the labeler (e.g., Termination Date change, Market Date change, etc.)

8 Indicator = value of previously calculated UROA

9 Indicator = value of replacement UROA (always appears along with a corresponding 8 Indicator
record)










		QUARTERLY UROA FILE

		Text File Format and Data Definitions

		Source: CMS

		Logical Record Length = 38








CMS-R-144 Data Definitions

CMS-304 File Format (i.e., the ROSI File Format)
CMS-304 Data Definitions

CMS-304a File Format (i.e., the PQAS File Format)
CMS-304a Data Definitions

Quarterly URA File Format

Quarterly URA Data Definitions

Quarterly UROA File Format

Quarterly UROA Data Definitions

As we move closer to the implementation of MDP, we will provide additional
communications regarding the new system and the revised file formats. In the meantime, we
strongly encourage you to begin planning for any updates that may be necessary to your
Medicaid pharmacy systems in order to accommodate the attached changes as early as January
1,2021. To that end, please feel free to share this communication with your fiscal
intermediary, as appropriate.

Please direct any questions regarding MDP or the revised file formats to

MDROperations@cms.hhs.gov.

Sincerely,
CMS MDR Operations

The information in this response is limited to and based upon the facts described in this email and any attachments provided and our understanding of
the facts as described in the emails and attachments submitted. If a subsequent review by CMS, by the Office of Inspector General, or another
authorized government agency determines or reveals that additional adjustments or revisions are necessary, the manufacturer is responsible for
complying with that determination. This response cannot be considered an advisory opinion under section 1128D(b) of the Social Security Act, since
only the Inspector General of the U.S. Department of Health and Human Services has been authorized to issue advisory opinions relating to health care
fraud and abuse under that section. This response should not be interpreted as acquiescence by the Government to the arrangements described
herein. Further, this response is not a release of any liability.
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