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Dear State Technical and Rebate Contacts:

On September 1, 2020, CMS sent an email (attached) that we had anticipated being our third
and final email to states regarding the file-related formats for our new Medicaid Drug
Programs (MDP) system; however, additional edits were brought to our attention and a few
file formats have been updated accordingly.

The following file formats have been updated since our September 1, 2020 email, and these
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Source: State Agencies

Target: CMS & Manufacturers

MEDICAID DRUG REBATE PROGRAM
ELECTRONIC STATE INVOICE

Form CMS-R-144

RECORD FORMAT

Effective: July 1, 2021
Updated 10/27/2020

ICD)(;giltrc])?ll E:;%é;:rég\;\)l (.CSV) Size | Position | Remarks
1 Record 1D 4 1-4 Constant of “FFSU” or “MCOU”
2 State Code 2 5-6 | P.O. Abbreviation
3 Labeler Code 5 7-11 | NDC1
4 Product Code 4 12-15 | NDC2
S Package Size 2 16-17 | NDC3
6 Period Covered 5 18-22 | QYYYY
7 | FDA Product Name 10 | 23-32 Eg%?\‘;cﬁoﬁfn”_“zlai fg%‘;\jﬁa&g ;?A
8 Unit Rebate Amount 15 33-47 | 99999999.999999
9 Units Reimbursed 16 48 - 63 | 999999999999.999
10 Rebate Amount Claimed 16 64 -79 | 9999999999999.99
11 Number of Prescriptions 8 80 - 87 | 99999999
12 Medicaid Amount Reimbursed 16 | 88-103 | 9999999999999.99
13 Non-Medicaid Amount Reimbursed | 16 | 104 - 119 | 9999999999999.99
14 Total Amount Reimbursed 16 | 120 - 135 | 9999999999999.99
15 Delete Flag 1 136 - 136 | See Data Definitions
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MEDICAID DRUG REBATE PROGRAM
ELECTRONIC STATE INVOICE

Form CMS-R-144

DATA DEFINITIONS

Effective: July 1, 2021
Updated 10/27/2020

Record ID: Constant “FFSU” or “MCOQOU.” 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.

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. It is 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). This number should
include any prescription for which Medicaid paid only a portion of the claim, as well as those
prescriptions for which Medicaid paid the claim in full. 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 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.

Delete Flag: To delete a previously reported utilization record for a particular NDC and quarter/year
combination from the MDP system. Alphabetic or blank 1-digit field; Delete = D, otherwise field is
blank.






MEDICAID DRUG REBATE PROGRAM
ELECTRONIC STATE INVOICE

Form CMS-R-144

DATA DEFINITIONS

Effective: July 1, 2021
Updated 10/27/2020

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.

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. It is 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). This number should
include any prescription for which Medicaid paid only a portion of the claim, as well as those
prescriptions for which Medicaid paid the claim in full. 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 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.

Delete Flag: To delete a previously reported utilization record for a particular NDC and quarter/year
combination from the MDP system. Alphabetic or blank 1-digit field; Delete = D, otherwise field is
blank.






MEDICAID DRUG REBATE PROGRAM

MDP MONTHLY AMP FILE FORMAT

Effective: July 1, 2021

Target: States

Ordinal [Field Name (.TXT)

Position |Header Row (.CSV) Size | Position Remarks
1 Labeler Code 5 1-5 |NDC1
2 Product Code 4 6-9 |NDC?2
3 Package Size 2 10-11 [NDC3
4 Month/Year 6 12-17 |MMYYYY
5 Average Manufacturer Price 15 18 - 32 [99999999.999999 or NR
6  |AMP Units 14 33-46 199999999999.99

Covered Outpatient Drug Status

7 2 47 - 48 XX
Bel lndlenor
8  |Unit Type 3 49 - 51 |XXX
9 Therapeutic Equivalence Code 23 52 - 53 | XXX
10  |Units Per Package Size 11 54 - 64 [9999999.999
11 |FDA Product Name 63 | 65-127 |TDA Product Name approved-by

andlortisted-with-the FDA

12 |Labeler Name 40 | 128 - 167 |Company associated with NDC 1






MEDICAID DRUG REBATE PROGRAM

MDP MONTHLY AMP DATA DEFINITIONS

Effective: July 1, 2021

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

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

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

Month/Year: The calendar month and year that the Average Manufacturer Price (AMP) represents.
Month Format: MM

Valid Values for MM:

01 = January
02 = February
03 = March

04 = April

05 = May

06 = June

07 = July

08 = August

09 = September
10 = October
11 = November
12 = December

Year Format: YYYY

Average Manufacturer Price (AMP): The AMP per unit per product code only for the month/year
covered, based on sales. If a drug is distributed in multiple package sizes, there will be one “weighted”
AMP for the product, which will be the same for all package sizes. Numeric values; 15-digit field: 8
whole numbers, the decimal point (“.”) and 6 decimal places; right-justified; zero-padded for AMP values
with fewer than 15 digits. If no AMP has been reported, this alphanumeric field will reflect a value of
"NR."

AMP Units: The total sum of all units included in the calculation of the AMP per product code for the
monthly reporting period covered. If a drug is distributed in multiple package sizes, there will be one
AMP unit for the product, which is the same for all package sizes, as reported to CMS. Numeric values;
14-digit field: 11 whole numbers, the decimal point (“.”) and 2 decimal places; right-justified; zero-
padded.
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Covered Outpatient Drug (COD) Status BESHndicator: 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. Numeric values; 2-digit field.

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.

Unit Type: One of the 10 unit types by which a drug may be dispensed. 3-character field; left-justified,;
blank-filled for Unit Type values with fewer than 3 characters.

Valid Values:

AHF = Injectable Anti-Hemophilic Factor
CAP = Capsule

SUP = Suppository

GM = Gram

ML = Milliliter

TAB = Tablet

TDP = Transdermal patch
EA = Each

mCi = Millicurie

pCi = Microcurie

Therapeutic Equivalence Code (TEC): FDA-assigned Therapeutic Equivalence Codes as found in the
FDA'’s Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations. Alpha-
numeric values; 2-digit field.
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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

Units Per Package Size (UPPS): The total number of units in the smallest dispensable amount for the 11-
digit NDC. Numeric values; 11-digit field: 7 whole numbers, the decimal point (*.”) and 3 decimal places;
right-justified; zero-padded for UPPS values with fewer than 11 digits.

FDA Product Name: Drug name as it appears on FDA SPL listing. Alpha-numeric values; 63-character
field; left-justified; blank-filled for FDA Product Names fewer than 63 characters.

Labeler Name: Name of labeler as it appears on the signed rebate agreement. Alpha-numeric values; first
40 letters of labeler name; left-justified; blank-filled.
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MEDICAID DRUG REBATE PROGRAM

MDP MONTHLY AMP FILE FORMAT

Effective: July 1, 2021

Target: States

Ordinal [Field Name (.TXT) . "
Position [Header Row (.CSV) Size | Position Remarks
1 Labeler Code 5 1-5 ([NDC1
2 Product Code 4 6-9 ([NDC?2
3 Package Size 2 10-11 [NDC3
4 Month/Year 6 12-17 |MMYYYY
5 Average Manufacturer Price 15 18 - 32 [99999999.999999 or NR
6 AMP Units 14 33-46 |99999999999.99
7 Covered Outpatient Drug Status 2 47 -48 | XX
8 Unit Type 3 49-51 XXX
9 Therapeutic Equivalence Code 2 52-53 |XX
10  |Units Per Package Size 11 54 - 64 19999999.999
11  |FDA Product Name 63 65 - 127 |FDA Product Name
12 |Labeler Name 40 | 128 - 167 [Company associated with NDC 1






MEDICAID DRUG REBATE PROGRAM

MDP MONTHLY AMP DATA DEFINITIONS

Effective: July 1, 2021

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

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

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

Month/Year: The calendar month and year that the Average Manufacturer Price (AMP) represents.
Month Format: MM

Valid Values for MM:

01 = January
02 = February
03 = March

04 = April

05 = May

06 = June

07 = July

08 = August

09 = September
10 = October
11 = November
12 = December

Year Format: YYYY

Average Manufacturer Price (AMP): The AMP per unit per product code only for the month/year
covered, based on sales. If a drug is distributed in multiple package sizes, there will be one “weighted”
AMP for the product, which will be the same for all package sizes. Numeric values; 15-digit field: 8
whole numbers, the decimal point (*.”) and 6 decimal places; right-justified; zero-padded for AMP values
with fewer than 15 digits. 1f no AMP has been reported, this alphanumeric field will reflect a value of
"NR."

AMP Units: The total sum of all units included in the calculation of the AMP per product code for the
monthly reporting period covered. If a drug is distributed in multiple package sizes, there will be one
AMP unit for the product, which is the same for all package sizes, as reported to CMS. Numeric values;
14-digit field: 11 whole numbers, the decimal point (“.””) and 2 decimal places; right-justified; zero-
padded.
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Covered Outpatient Drug (COD) 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. Numeric values; 2-digit field.

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.

Unit Type: One of the 10 unit types by which a drug may be dispensed. 3-character field; left-justified;
blank-filled for Unit Type values with fewer than 3 characters.

Valid Values:

AHF = Injectable Anti-Hemophilic Factor
CAP = Capsule

SUP = Suppository

GM = Gram

ML = Milliliter

TAB = Tablet

TDP = Transdermal patch
EA = Each

mCi = Millicurie

MCi = Microcurie

Therapeutic Equivalence Code (TEC): FDA-assigned Therapeutic Equivalence Codes as found in the
FDA’s Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations. Alpha-numeric
values; 2-digit field.
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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

Units Per Package Size (UPPS): The total number of units in the smallest dispensable amount for the 11-
digit NDC. Numeric values; 11-digit field: 7 whole numbers, the decimal point (*.”) and 3 decimal places;
right-justified; zero-padded for UPPS values with fewer than 11 digits.

FDA Product Name: Drug name as it appears on FDA SPL listing. Alpha-numeric values; 63-character
field; left-justified; blank-filled for FDA Product Names fewer than 63 characters.

Labeler Name: Name of labeler as it appears on the signed rebate agreement. Alpha-numeric values; first
40 letters of labeler name; left-justified; blank-filled.
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MEDICAID DRUG REBATE PROGRAM

MDP QUARTERLY AMP FILE FORMAT

Effective: July 1, 2021

Target: States

Ordinal [Field Name (.TXT)

Position |[Header Row (.CSV) Size |Position | Remarks
1 Labeler Code 5 1-5 |NDC1
2 Product Code 4 6-9 |NDC2
3 Package Size 2 10-11 |[NDC3
4 Period Covered Quarter/Year 5 12-16 |QYYYY
5 Average Manufacturer Price 15 17 - 31 [99999999.999999 or NR

Covered Outpatient Drug Status
vered Lulpatient Lrug Statl 2 | 32-33 |xx

DESHmndicator
7 Unit Type 3 34 - 36 | XXX
8 Therapeutic Equivalence Code 23 37 -38 | XXX
9 Units Per Package Size 11 39 - 49 [9999999.999
approved by and/or
10 |FDA Product Name 63 | 50-112 | DA Product Name

et e LT

11 Labeler Name 40 113 - 152 |Company associated with NDC 1






MEDICAID DRUG REBATE PROGRAM

MDP QUARTERLY AMP FILE DATA DEFINITIONS

Effective: July 1, 2021

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

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

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

Period Covered Quarter/¥ear: The calendar quarter and year that the Average Manufacturer Price
(AMP) represents. Numeric 5-digit field; format: QYYYY.

Valid Values for O:

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.

Average Manufacturer Price (AMP): The AMP per unit per product code only for the month/year
covered, based on sales. If a drug is distributed in multiple package sizes, there will be one “weighted”
AMP for the product, which will be the same for all package sizes. Numeric values; 15-digit field: 8
whole numbers, the decimal point (*.”) and 6 decimal places; right-justified; zero-padded for AMP
values with fewer than 15 digits. If no AMP has been reported, this alphanumeric field will reflect a
value of "NR".

Covered Outpatient Drug (COD) Status BESHdicater: 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(Kk)(4) of the Social Security Act. Numeric values; 2-digit field.

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.

Unit Type: One of the 10 unit types by which a drug may be dispensed. 3-character field; left-
justified; blank-filled for Unit Type values with fewer than 3 characters.

Valid Values:

AHF = Injectable Anti-Hemophilic Factor
CAP = Capsule

SUP = Suppository

GM = Gram

ML = Milliliter

TAB = Tablet

TDP = Transdermal patch
EA = Each

mCi = Millicurie

KCi = Microcurie

Therapeutic Equivalence Code (TEC): FDA-assigned Therapeutic Equivalence Codes as found in
the FDA’s Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations.
Alpha-numeric values; 2-digit field.

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
ABL1 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

Units Per Package Size (UPPS): the total number of units in the smallest dispensable amount for the



http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm



11-digit NDC. Numeric values; 11-digit field: 7 whole numbers, the decimal point (*.”) and 3 decimal
places; right-justified; zero-padded for UPPS values with fewer than 11 digits.

FDA Product Name: Drug name as it appears on FDA SPL listing. Alpha-numeric values; 63-
character field; left-justified; blank-filled for FDA Product Names fewer than 63 characters.

Labeler Name: Name of labeler as it appears on the signed rebate agreement. Alpha-numeric values;
first 40 letters of labeler name; left-justified; blank-filled.
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MEDICAID DRUG REBATE PROGRAM

MDP QUARTERLY AMP FILE FORMAT

Target: States

Effective: July 1, 2021

Ordinal [Field Name (.TXT) : "
Position |Header Row (.CSV) Size |Position | Remarks
1 Labeler Code 5 1-5 |[NDC1
2 Product Code 4 6-9 |NDC2
3 Package Size 2 10-11 |[NDC3
4 Period Covered 5 12-16 |QYYYY
5 Average Manufacturer Price 15 17 - 31 [99999999.999999 or NR
6 Covered Outpatient Drug Status 2 32-33 [XX
7 Unit Type 3 34-36 XXX
8 Therapeutic Equivalence Code 2 37-38 [XX
9 Units Per Package Size 11 39 -49 [9999999.999
10 FDA Product Name 63 50 - 112 |FDA Product Name
11 Labeler Name 40 113 - 152 |Company associated with NDC 1






MEDICAID DRUG REBATE PROGRAM

MDP QUARTERLY AMP FILE DATA DEFINITIONS

Effective: July 1, 2021

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

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

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

Period Covered: The calendar quarter and year that the Average Manufacturer Price (AMP) represents.
Numeric 5-digit field; format: QYYYY.

Valid Values for O:

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.

Average Manufacturer Price (AMP): The AMP per unit per product code only for the month/year
covered, based on sales. If a drug is distributed in multiple package sizes, there will be one “weighted”
AMP for the product, which will be the same for all package sizes. Numeric values; 15-digit field: 8
whole numbers, the decimal point (*.”) and 6 decimal places; right-justified; zero-padded for AMP
values with fewer than 15 digits. If no AMP has been reported, this alphanumeric field will reflect a
value of "NR".

Covered Outpatient Drug (COD) 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. Numeric values; 2-digit field.

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.

Unit Type: One of the 10 unit types by which a drug may be dispensed. 3-character field; left-
justified; blank-filled for Unit Type values with fewer than 3 characters.

Valid Values:

AHF = Injectable Anti-Hemophilic Factor
CAP = Capsule

SUP = Suppository

GM = Gram

ML = Milliliter

TAB = Tablet

TDP = Transdermal patch
EA = Each

mCi = Millicurie

UCi = Microcurie

Therapeutic Equivalence Code (TEC): FDA-assigned Therapeutic Equivalence Codes as found in
the FDA’s Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations.
Alpha-numeric values; 2-digit field.

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
ABL1 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



http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm

http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm



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

Units Per Package Size (UPPS): the total number of units in the smallest dispensable amount for the
11-digit NDC. Numeric values; 11-digit field: 7 whole numbers, the decimal point (*.”) and 3 decimal
places; right-justified; zero-padded for UPPS values with fewer than 11 digits.

FDA Product Name: Drug name as it appears on FDA SPL listing. Alpha-numeric values; 63-
character field; left-justified; blank-filled for FDA Product Names fewer than 63 characters.

Labeler Name: Name of labeler as it appears on the signed rebate agreement. Alpha-numeric values;
first 40 letters of labeler name; left-justified; blank-filled.





		MDP QUARTERLY AMP FILE FORMAT

		Target: States

		MDP QUARTERLY AMP FILE DATA DEFINITIONS

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




updated versions should replace the previous iterations:
e MDP CMS-R-144 State Invoice_Record Format_07.2021 Updated Edits 10.22.2020
o The Filler Field has been replaced with a Delete Flag
e MDP CMS-R-144 State Invoice_Record Format_07.2021 Updated Einal 10.22.2020
e MDP CMS-R-144 State Invoice_Data Definitions_07.2021_Updated Edits 10.22.2020
o The Filler Data Definition has been replaced with the Delete Flag Definition
e MDP CMS-R-144 State Invoice_Data Definitions_07.2021 Updated Final 10.22.2020
It was also brought to our attention that the updated file formats for Monthly and Quarterly
AMP had not been included in previous emails, so they are included in this email:
e MDP Monthly AMP File Fomat_07.2021_Draft
e MDP Monthly AMP File Fomat_07.2021_Final
e MDP Quarterly AMP File Format_07.2021_Draft
e MDP Quarterly AMP File Format_07.2021_Final
The implementation date is July 1, 2021, for both states and manufacturers to begin utilizing
the new file formats, pending approval of the PRA packages.
As we continue to move closer to the implementation of MDP, we will provide additional
communications regarding the new system. In the meantime, we strongly encourage you to
continue planning for any updates that may be necessary to your Medicaid pharmacy systems
in order to accommodate the attached changes as early as July 1, 2021.

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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