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-/C DEPARTMENT OF HEALTH & HUMAN SERVICES Centers for Medicare & Medicaid Services

7500 Security Boulevard
Baltimore, Maryland 21244 -1850

August 15, 2007

MEDICAID DRUG REBATE PROGRAM Release No. 79

For

MISSING TERMINATION DATES

The Drug Data Reporting for Medicaid (DDR) reporting application allows labelers to see what
required pricing data is missing from previous labeler data submissions. If a product has been
terminated, but the labeler never submitted a valid termination date, DDR will continue to identify
the product as active and will expect pricing data to be submitted each reporting period. If such data
is not reported, the labeler’s data submissions are deemed incomplete, and the labeler is determined
to be out of compliance with their data reporting provisions for failure to submit pricing data each
reporting period. As a result, along with other required data, labelers should ensure that termination
dates are submitted timely to CMS and that CMS received any previously submitted termination
dates. It is important to know that while the termination date may be reflected in the labeler’s own
database, that data may not have been received by CMS due to formatting issues, etc.

Please take the time to review your data in DDR to see if you are missing termination dates or
other data, and submit this data as soon as possible via DDR. If your labeler code is shown in
DDR as being out of compliance for current and/or past reporting periods, please click the “details”
button on the status screen to access an NDC-specific report that identifies the required pricing data
not yet received by CMS.
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NEW CPI TO THREE DECIMAL PLACES WILL BE EFFECTIVE 302007

In Release 78, CMS informed labelers that, beginning 2Q2007, the expanded CPI-U would be used
for 2Q2007 innovator rebate calculations. This expected change to our MDR database did not occur
as planned. CMS expects this change to occur with the 3Q2007 rebate calculations.

MEDICAID DRUG REBATE DISPUTE RESOLUTION PROGRAM (DRP) NATIONAL
MEETING, SEPTEMBER 10-14, 2007

Registration Due by August 27, 2007

We are pleased to announce that the next National DRP Meeting will be held September 10-14 in
Baltimore, Maryland at the Brookshire Suites, 120 East Lombard Street.

While this meeting is open to all states and manufacturers, we strongly encourage those with
significant amounts in dispute to attend. As in the past, prior planning is absolutely imperative to the
success of these meetings; therefore, we are requesting that you register PROMPTLY by sending an
email to the DRP email address at: drp@cms.hhs.gov.

Please use the format provided below when registering and indicate whether you will be attending
the entire week or for just part of the week. Partial week attendees should specify on which days
they will be attending. In addition, for each day you are participating, please indicate whether you
will be attending both morning and afternoon sessions. For example, someone who is attending
both sessions on all days of the conference will indicate that he or she is attending Monday-Friday
a.m. and p.m., whereas someone who is only attending the morning sessions on Monday and
Tuesday of the conference week will specifically indicate that he or she is attending Monday a.m.
and Tuesday a.m. only.

Sample Reqgistration Format

Name(s) of Attendee(s):

Manufacturer (Labeler Codes Required): To assist with the scheduling, manufacturers that register
multiple representatives for purposes of holding separate meetings should provide the specific
state/manufacturer breakdown.

State(s):

Phone:

Email:

Date of Arrival & Departure (a.m./p.m.):

Whenever possible, priority scheduling will be afforded those who register earliest. We will ensure
that adequate DRP staff is available to conduct the meetings based on your timely responses.

Meeting details, hotel registration and list of attendees are provided on our web page at:
http://www.cms.hhs.gov/MedicaidDrugRebateDispR/05_DRPMeetings.asp#TopOfPage.
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The list of attendees on our web page will be updated weekly. If there is a manufacturer/state that
you wish to meet that has not yet registered, feel free to contact them directly to request their
attendance or let us know, and we can extend an invitation.

As always, feel free to contact any of the Regional Office DRP Team members for any state specific
DRP issues. Any non-state specific DRP questions or issues concerning the April meeting may be
emailed to drp@cms.hhs.gov.

REVISED STATE INVOICE/UTILIZATION DATA RECORD FORMAT

CMS is making some technical changes to the record format for the state invoice/utilization data.
The updates to that record format are now complete and the revised version and field definitions are
attached to this release. The format has been updated to reflect new sizes and positions of the data
fields. Also, in order to more closely align the record format with the state invoice form itself (i.e.,
CMS Form R-144), the field name “Rebate Amount Per Unit” has been changed to “Unit Rebate
Amount.” The new format is being implemented on March 1, 2008, for the submission of fourth
quarter 2007 data. State utilization data submitted in the new format prior to March 1, 2008, will be
rejected. Furthermore, state utilization data submitted in the current format after March 1, 2008,
will be rejected.

OTHER ATTACHMENTS

A copy of the current listing of the 91-day Treasury bill auction rates beginning with the period
May 1, 2006, is attached.

Please direct any drug rebate data questions to mdroperations@cms.hhs.gov.

Is/

Edward C. Gendron
Director
Finance, Systems and Budget Group

3 Attachments

cc:
All Regional Administrators
All Associate Regional Administrators, Division of Medicaid
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WEEKLY U.S. T-BILL INVESTMENT RATE
Weekly 91-day Treasury Bill Auction Rates

Date of Invest. Date of Invest. Date of Invest.
Auction Rate Auction Rate Auction Rate
05-01-06 4.807 12-04-06 4.999 07-02-07 4.930
05-08-06 4.864 12-11-06 4.926 07-09-07 4,956
05-15-06 4.864 12-18-06 4,952 07-16-07 4,982
05-22-06 4.828 12-25-06 5.004 07-23-07 5.029
05-30-06 4.843 01-01-07 5.062 07-30-07 4.966
06-05-06 4.833 01-08-07 5.072 08-06-07 4,909
06-12-06 4.926 01-15-07 5.108 08-13-07 4.763
06-19-06 4.958 01-22-07 5.129
06-26-06 5.036 01-29-07 5.145
07-03-06 5.088 02-05-07 5.145
07-10-06 5.056 02-12-07 5.160
07-17-06 5.098 02-19-07 5.171
07-24-06 5.108 02-26-07 5.185
08-07-06 5.124 03-05-07 5.112
08-14-06 5.114 03-12-07 5.112
08-21-04 5.109 03-19-07 5.075
08-28-06 5.093 03-25-07 5.070
09-04-06 4.984 04-02-07 5.055
09-11-06 4.947 04-09-07 5.023
09-18-06 4.942 04-16-07 5.008
09-25-06 4.895 04-23-07 4.976
10-02-06 4.890 04-30-07 4.924
10-09-06 4.978 05-07-07 4.898
10-16-06 5.072 05-14-07 4.867
10-23-06 5.124 05-21-07 4,914
10-30-06 5.108 05-28-07 4,919
11-06-06 5.088 06-04-07 4.846
11-13-06 5.088 06-11-07 4,773
11-20-06 5.071 06-18-07 4.617
11-27-06 5.036 06-25-07 4.820




CMS RECORD SPECIFICATION
STATE INVOICE/MEDICAID DRUG REBATE DATA
UTILIZATION RECORD FORMAT
(Form CMS-F-144)

March 2008
Source: State Agencies
Target: CMS & Manufacturers
Field Size Position Remarks
Record ID 4 1-4 Constant of “UTIL”
State Code 2 5-6 P.O. Abbreviation
Labeler Code 5 7-11 NDC #1
Product Code 4 12 - 15 NDC #2
Package Size Code 2 16 — 17 NDC #3
Period Covered 5 18 — 22 QYYYY

Product FDA Reg. Name 10 23 -32 Product name as appears on
FDA listing form.

(1%' 10 characters)

Unit Rebate Amount 12 33-44 9(5).9(6)

* Units Reimbursed 15 45 - 59 9(11).999

* Rebate Amount Claimed 12 60— 71 9(9).99

* Number of Prescriptions 8 72-79 9(8)

** M’'Caid Amount Reimb. 13 80 — 92 9(10).99

** Non-M’Caid Amount Reimb. 13 93 - 105 9(10).99

*Total Amt Reimbursed 14 106 - 119 | 9(11).99
Correction Flag 1 120 -120 | O = Original record

1 = Correction record

All fields with decimals now require actual decimal
* Changed field length size
** New Field

Effective: March 1, 2008



STATE INVOICE/UTILIZATION FIELD DEFINITIONS

Record ID: Constant “UTIL”

State Code: Two-character post office abbreviation for the state. Alphabetic, 2 digits.

Labeler Code:
First segment of National Drug Code (NDC) that identifies the manufacturer, labeler,
relabeler, packager, repackager or distributor of the drug. Numeric values only, 5-digit
field, right justified and zero-filled for 4-digit labeler codes.

Product Code:
Second segment of NDC. Alphanumeric values, 4-digit field, right justified, zero-filled
for 3-digit product codes.

Package Size Code:
Third segment of NDC. Alphanumeric values, 2-digit field, right justified, zero-filled
for 1-digit package size codes.

Period Covered:
Calendar quarter and year covered by data submission. Numeric, 5-digit field,
Q/YYYY
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 covered.

Product FDA Reg. Name:
(Abbreviated) — First 10 characters of product name as it appears on the FDA listing
form. Alphanumeric values, 10 digits.

Unit Rebate Amount:
The CMS calculated amount (per reported unit type) to be multiplied by Units
Reimbursed by the state during the period covered. Numeric values, 12 digits: 5 whole
numbers, 6 decimal places, and a decimal point.

Effective: March 1, 2008



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. Numeric values, 15 digits: 11 whole numbers,
3 decimal places and a decimal point.

Rebate Amount Claimed:
The rebate amount that the State 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 rebate amount per unit. Numeric values, 12 digits: 9 whole
numbers, 2 decimal places and a decimal point.

Number of Prescriptions:
The number of prescriptions reimbursed (by the Medicaid Program ONLY) to
pharmacies for the (11-digit NDC) drug during the period covered. Numeric values, 8
digits, whole numbers only.

M’caid Amount Reimb:
Medicaid Amount Reimbursed — The total amount reimbursed (by the Medicaid
Program ONLY) to pharmacies for the (11-digit NDC) drug in the period covered.
Numeric values, 13 digits: 10 whole numbers, 2 decimal places and a decimal point.

Non-M’caid Amount Reimb:
Non-Medicaid Amount Reimbursed — The amount reimbursed (by non-Medicaid
entities) to pharmacies 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, 13 digits: 10 whole
numbers, 2 decimal places and a decimal point.

Total Amount Reimbursed:
The total amount reimbursed by both Medicaid and non-Medicaid entities to
pharmacies for the (11-digit NDC) drug in the period covered (above two fields added
together). 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, 14 digits: 11 whole numbers, 2 decimal places and a
decimal point.

Correction Flag:
Indictor as to whether this is the first submission (original record) or whether it is a
correction to an existing record.
0 = Original record
1 = Correction

Effective: March 1, 2008
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TOPIC RELEASE #
340B Program 46, 51
50% Rebate Cap - Technical Amendment Passed 07
400/400 Edit Reports 75
Adding New Package Sizes to Existing Products 09
Additional Rebate Calculation Revision 10
Address Change (Express Mail) 70
Adjustment Code for CMS-304 & CMS-304a 21,77
Adjustments that Cause Rebate Corrections 26
Administrative Fees' Effect on AMP & BP 14
Anthrax/Delay of 3/2001 Data 53
Average Manufacturer Price (AMP):
BP/UPPS Clarification 03
Additional Guidance - AMP calculation 29, 31
Calculation Methodology Revision 14, 61,78
For Terminated Drugs 07
Hemophilic Drugs Clarification 11
Monthly AMP Methodology (Assumptions) 78
Multiple Package Size 43
AMP/BP, Calculating for Different Quarters 07
AMP/BP Calculations-Pharmacy Benefit Managers (PBMs) 28-29
AMP Recalculations 78
Backup Drug Rebate Library 73
Baseline Change Resulting from OBRA of 1993 13,15
Batch Edit Report Summary Sheet E-mailed 65
Best Price (BP):
340B Covered Entities 51
Calculation Methodology Revision 78
Calculation (VHCA) 06
DSH Covered Entities 11
Effect of Sales to HMOs, etc. 47, 68
Exclusions 07
MPDIMA of 2003 63
TennCare 11, 38
Versus Average Manufacturers Price 15
Buying Innovator Products for Resale 26
Buying/Selling Products 70
Closure During Federal Furloughs 21
Common Data Errors 02
Contact Information/Ownership Changes 04, 06, 17, 21, 33, 63
CPI-U Rounding 78,79
CPI-U Values 22,48
Data Definition Update 04, 10
Data Edit Reports:
Batch Edit Reports/Maintaining Backup Files 73
Revised Cover Letters 73
Data File Update 02
Data Requests 59
Deficit Reduction Act of 2005 (DRA) 76
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TOPIC RELEASE #
Depot Prices 03
Depot Prices-TRRx 69
DESI:
Codes 09
Field Changes 15
Indicator Change 03-04
Program Overview 04
Discounts/Price Arrangements 02
Diskette Program/Data File (New) 5,53
Diskette Users 07, 33, 38, 53
WINDOWS Version Only 25, 27
Dispute Resolution Issues 24, 26, 31, 39
E-Mail Address 62
Meetings 65, 67, 70,72, 77, 79
Transfer of Function 58
Web Site 59
Workgroup Survey Results 13
Drug Category Change 23
Drug Data Reporting for Medicaid (DDR) 76
Package Size Intro Date 78
Purchase Product Date 78
Drug Product Deletions/Reporting Requirements 04, 30, 45
Drug Product Information Changes 03, 30, 45
Duplicate Payment Prevention (VHCA) 06
E-Mail Address for Operational Questions 72
E-Mail Address for Technical Questions 60
Failure of Manufacturers to Notify States of
Disputes or Pay Rebates 24
FDA Approval Date 09, 73
FDA Date Submission for OTC Drugs 10
FDA/MDRI Data Match 51, 52, 54, 55
Hands-On Training 22,23
Heparin/Saline Flush Syringes & Other Non-Drug Products 66
HIPPA - Prescription Numbers 59
Hotline 11,18
Improper Rebate Withholding/Interest Implications 54
Individual Co-Payments or Insurance Payments 06
Information Sharing 21
Inner/Outer NDC Numbers (reporting) 71
Innovator Products, Buying for Resale 38
Interest Calculation under Section V(b) 07, 40, 46
Interest:
Failure to Pay 26, 40
When PPAs are Submitted 58
Internet:
Home Page 38, 50, 56, 72
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TOPIC RELEASE #
Prescription Reimbursement Information 59
Pharmacy Plus Demonstrations 59

Invoices:

CMS R-144 (State Invoice) — Changes 75,79
Invoice/Remittance Advice Report Survey 10
Invoicing for State Pharmacy Assistance Programs 57

Labeler Codes - Addition Procedures 13

Late Data Submissions 04, 09, 53

Mailing Pricing Data\Other Correspondence to CMS 06, 17, 21, 36

Market Date 09, 73

MDR Technical E-mail Address 60, 69

Medicaid Drug Rebate Data Guide for Labelers 78

Minimum Rebate Percentage & Rebate Cap (VHCA) 06, 07

Multiple Package Sizes 57

New Diskette Program/Data File 05

New Package Size Reporting 51

OIG Review 57

Omnibus Budget Reconciliation Act of 1993 09

Parenteral/Enteral Products 02

Partial Rebate Payments 19

Personnel Changes 60, 65, 71

Pharmacy Benefit Managers (PBMs) 28, 30

Pharmacy Plus Demonstrations Webpage 59

Policy E-Mail Address 53, 56

Powder-Filled Vials, Ampules, & Syringes 11

Prescription Reimbursement Information Website 59

Prior Authorization 19

Prior Period Adjustment Processing 19

Prior Quarter Adjustment Statement (PQAS) Approval 22

Prior Quarter Adjustment Statement Form Use 27, 32, 62

Proposed Discount Equal Access Legislation 16

Public Health Service Drug Pricing Program 13

Publication of Drug Rebate Regulations CMS-2175-FC 61

Quarterly Pricing Data:

Notification of Receipt 63
Requirements 02-03, 07, 08, 12, 38
Revisions/Updates (diskette and telecommunication) 69

Questions and Answers 26

Rebate Agreement: Optional Effective Dates 46

Rebate Percentages for 1994 12

Rebates for Drugs Purchased Through the FSS 53

Rebates on OTC Drug Product 06

Rebate/Reimbursement Issues 25, 31, 54

Recalculation Requests 76,78

Reconciliation of State Invoice (ROSI) Approval 22, 26

Reconciliation of State Invoice Form Use 27,32, 62

Recordkeeping Regulations 63

Regulation (CMS-2175-F) 67
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TOPIC RELEASE #
Regulation (CMS-2238-P) 76
Regulations, Publication of Proposed 19
Re-Introducing a Product to the Market 73
Remittance Advice Report (RAR) 07, 15-16, 20
Remittance Advice Report Implementation Workgroup 17-18
Reporting NDCs for Generic Products 04
Re-Use of NDCs 51,73
Selling Products to Another Labeler 43, 48
Separate Rebate Agreements with States 11, 48,53
Shelf Life 03,31
Staff Relocation 16, 35, 36, 37
State Issues:
Hearing Process 13
Rebate Payments 03
Remittance Advice Contacts 09
State Pharmacy Assistance Programs-Revised Criteria 59, 68, 73
State/R.O. Drug Rebate Contact Persons 06, 08, 17, 46
T-bill Rates 37, 39, 65
Technical Contacts 62
Tennessee Behavioral Health Pharmacy Benefit 38
Termination Appeal Process 11
Termination Dates 31,48, 79
Termination From Program 19
Therapeutic Equivalency Code 25-26
Tolerance Threshold for Interest 15
Training Guide Obsolete 77
Unique Medicaid Factors & Rebate Disputes 14
Unit-Dose Packaging 04
Unit Rebate Amount Discrepancy Report 37
Unit Rebate Calculation (URA) 02,78
New CMS Edits 13
Recalculations 24, 38
Recalculations for Incorrect URAs for 1Q98 35, 36

Rounding Method Change
Discrepancy Report
Unit Type:
Convert to NCPDP 7 plus add AEACHQ@(EA)
Conversion Date Change
EACH
Specification Changes
Updated Version of Diskette Program/Sterling Reporting
Utilization Adjustments
VA Appropriations Act
Vermont Rebate Invoices
Veterans Health Care Act of 1992 (VHCA)
Virus Transmission Via Diskette
Vitamins
Y2K

46, 47, 48, 51, 78
34
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