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Introduction

1. Introduction

The Centers for Medicare & Medicaid Services (CMS) Coverage Gap Discount Program
(CGDP) is committed to providing quality outreach and educational materials for participating
Drug Manufacturers and Part D Sponsors in order to better understand the program.

The purpose of this guide is to educate participants about the CGDP as it pertains to Process,
Reports, Payments, Disputes, and Appeals.

1.1 Accessibility

CMS is dedicated to making this technical guide accessible to the widest possible audience. In
keeping with that mission, this guide complies with the regulations of Section 508 of the
Rehabilitation Act and the Department of Health & Human Services (HHS) Section 508
Implementation Policy. The information contained in this guide is intended to be accessible
through screen readers and other accessibility resources.

Section 508 requires that individuals with disabilities seeking information or services from this
guide have access to and the ability to use information and data that is comparable to that
provided to the public who are not disabled. Section 508 also requires that Federal employees
with disabilities have access to and the ability to use information and data that is comparable to
Federal employees who are not disabled.

To learn more about regulations governing the accessibility of Federal electronic information,
review the IT Accessibility Laws and Policies page on the Section508.gov website.

1.2 Screen Examples and Links

The CGDP Technical Guide contains examples of screen shots from CMS’ Health Plan
Management System (HPMS), the CGDP’s Third Party Administrator (TPA), the Customer
Service and Support Center (CSSC) Operations, and the Independent Review Entity (IRE)
websites. These examples are current as of the date on this technical guide’s title page. Since
changes and updates to websites may occur frequently, it is recommended that users access
the sites to ensure they are viewing the most current information, training materials, file layouts,
reports and program-specific information.

This guide also contains links that navigate to more information, both within the guide and to
other web locations. All links appear in underlined blue font. Click the link or use the Tab key to
move to the link, then press “Enter” to access the link.
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Overview

2. Overview

21 Coverage Gap Discount Program (CGDP)

The CGDP makes Drug Manufacturer discounts available to eligible Medicare beneficiaries at
the point of sale (POS) when receiving applicable covered Part D drugs while in the coverage
gap phase.

The CGDP was created by the Patient Protection and Affordable Care Act, commonly referred
to as the Affordable Care Act (ACA), in 2010. The program was enacted to "fill in the gap" by
providing additional coverage for Medicare Part D beneficiaries eligible for the CGDP.

Prior to the passage of the ACA in 2010, non-low income beneficiaries were required to pay 100
percent of the cost of all drugs purchased within the coverage gap phase, for drug expenditures
above the initial coverage limit and below the annual out-of-pocket threshold, which varies
slightly based on a particular benefit year.

Beginning on January 1, 2011, eligible beneficiaries in the coverage gap began receiving
manufacturer discounts for applicable drugs at the POS. Only those applicable drugs that are
covered under a signed Manufacturer Agreement with CMS can be covered under Part D. In
order to participate in the CGDP, Drug Manufacturers must sign an agreement with CMS to
provide a discount on all of its applicable drugs.

After a drug is dispensed to a beneficiary, the pharmacy submits the claim information including
any gap discount advanced at the POS to the Part D Sponsor. Then, the Part D Sponsor
submits a Prescription Drug Event (PDE) to CMS. The discounts are then aggregated and
invoiced to the contracted drug manufacturer on a quarterly basis.

To manage these POS discounts:

e CMS makes prospective payments to Part D Sponsors, enabling them to extend the
coverage gap discounts to their beneficiaries at the POS.

e On a quarterly basis, Invoice Reports containing coverage gap PDE data are generated
and distributed to Drug Manufacturers and Part D Sponsors via the CGDP Direct
Payment Process (DPP) Portal.

e Drug Manufacturers then make payments to Part D Sponsors for the invoiced coverage
gap PDE amounts. If applicable, Part D Sponsors also reimburse Drug Manufacturers
for any negative amounts invoiced as a result of adjusted or deleted PDEs that were
previously invoiced to a Drug Manufacturer.

e On a quarterly basis, CMS offsets subsequent prospective payments to Part D Sponsors
by the amount invoiced to Drug Manufacturers.
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See Figure 1 for a high level overview of the CGDP process flow.

Figure 1: Coverage Gap Discount Program Process Flow

.ﬂ
» PartD Sponsors advance GapDiscountatthe Point of Sale(POS)
» PartD Sponsors submit Prescription Drug Event (PDE) s toCMS recording the Gap Discount Amount
.
b
« (CMS aggregates PDE data and sends it to Third Party Administrator (TPA)
» TPA sends quarterly nvoicereports to Drug Manufacturersand Part D Sponsors simulanecusly
J
..ﬁ
» DrugManufacturersand Part D Sponsors pay invoice amountinfull within 38 days
+ TPAsends paymentreportto CMS
»
A
» TPAsends payment confimation statistics to CMS
» CMS offsets invoiced and now paid amounts from Part D Sponsors
J

2.2 Drug Manufacturers

A pharmaceutical Drug Manufacturer is any entity engaged in the production, preparation,
propagation, compounding, and conversion or processing of prescription drug products, either
directly or indirectly.

In order to participate in the CGDP, Drug Manufacturers must sign an agreement with CMS to
provide the discount on all of their applicable drugs. For example, prescription drugs approved
or licensed under New Drug Applications (NDA) or Biologic License Applications (BLA). As of
2011, only those applicable drugs that are covered under a signed manufacturer’s agreement
with CMS are covered under Part D.

Drug Manufacturers reimburse Part D Sponsors for the reported coverage gap discount
amounts provided at the POS based on data submitted on accepted PDEs. The TPA notifies
Drug Manufacturers of their liabilities to Part D Sponsors by issuing Quarterly Invoice Reports.

Drug Manufacturers must pay the entire invoiced amount to Part D Sponsors within 38 calendar
days following invoice distribution.
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2.3 Part D Sponsors

Part D Sponsors are non-governmental, private entities, under contract with CMS to offer
prescription drug benefits through Prescription Drug Plans (PDPs), Medicare Advantage
Prescription Drug Plans (MA-PDs), Program for All Inclusive Care for the Elderly (PACE) plans,
or cost plans offering qualified prescription drug coverage.

The costs associated with Medicare Part D prescription coverage include a monthly premium,
an annual deductible, co-payments and co-insurance for specific drugs, a gap in coverage
referred to as the “coverage gap” or "Donut Hole," and catastrophic coverage once a threshold
amount has been met.

Part D Sponsors participating in the CGDP calculate the discount amount at the time of the
initial claim adjudication (point-of-sale), provide the discount amount in the adjudicated
response, make payment to the pharmacy, and include accurate and timely information on
PDEs submitted to the Drug Data Processing System (DDPS).

2.4 Health Plan Management System (HPMS)

HPMS is the system of record for all Manufacturer Agreements, manufacturer contacts, and
Labeler Codes. Manufacturers are responsible for keeping their information updated at all times.
In addition, CMS uses the manufacturer contacts within HPMS to communicate key matters of
policy and compliance. Therefore, manufacturers should ensure that individuals within their
organizations have ongoing access to HPMS.

In order to obtain HPMS access, the requestor and the Drug Manufacturer (company) must
have a physical location within the United States. Foreign-based corporations may participate in
the CGDP but must use their United States (US) location for managing the CGDP within HPMS.
Individuals must have a valid Social Security Number to gain access to HPMS.

By statute, Drug Manufacturers must contract for the CGDP by January 30th of the year prior to
the contract’s effective date. The signatory must log into HPMS and sign the agreement by that
time. It is strongly recommended that the signatory sign the agreement well in advance of the
January 30th deadline to prevent missing the deadline due to technical or access related issues.

During the contracting process, each Drug Manufacturer participating in the CGDP is required to
sign a Manufacturer Agreement (between CMS and the Manufacturer) and a TPA Agreement
(between the Manufacturer and TPA). They are also required to provide CMS with a primary
contact, a signatory contact, and a third-party submitter contact (if applicable). This information
is submitted by the Drug Manufacturer in HPMS. CMS uses this information during the process
of securing Manufacturer Agreements and continues to communicate CGDP information to
contracted Drug Manufacturers’ designated points of contacts. To obtain access to the CGDP
Portal, the Drug Manufacturer must also enter contact information in HPMS for the TPA Liaison
and the CGDP Payment Contact, which allows an authorized user to review and process
quarterly invoices for the CGDP.
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Each Drug Manufacturer is responsible on an ongoing basis for communicating any changes in
contact information to CMS. To communicate these changes, the Drug Manufacturer updates
contact information in HPMS. Failure to do so will jeopardize the Drug Manufacturer’s
knowledge of, and thus compliance with, key program requirements and deadlines. CMS will not
waive any CGDP requirements to accommodate missed communication due to outdated
contact information.

Note: Refer to Appendix C — HPMS Model & Enterprise Users Administration (EUA) Access for
instructions on accessing the HPMS login page and for instructions for submitting EUA forms for
new and existing users.

241  Prescription Drug Event (PDE)

A prescription drug claim is used to generate a PDE that is reported to CMS. This PDE data is
aggregated by DDPS for use in invoice reporting, payments, disputes, appeals and
reconciliation activities.

The PDE reports a unique prescription transaction that has taken place between a beneficiary,
pharmacy, and Part D Sponsor. As a result of the ACA, eleven fields specific to the coverage
gap discount process were added to the PDE file layout. There are 57 data elements on every
PDE record (excluding “filler” fields).

Note: Access the CSSC Operations website to view the complete PDE Inbound File Layout.

DDPS receives the PDE submitted by Part D Sponsors and runs the PDE through an extensive
set of edits. Access the CSSC Operations website to view the Prescription Drug Event Edit
Code Listing. The edits include a cross-check of the PDE data for a match to determine if it is an
adjustment or deletion to an already existing PDE or if it is a new PDE.
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Note: The Prescription Drug Program (Part D) Training tab located on the CSSC Operations
website contains Part D program PDE training materials, PDE reporting rules and calculations,
and other important program information as shown in Error! Reference source not found.. The
Instructional Videos Training, located on the CSSC Operations website, contains PDE training
materials as shown in Figure 3.

Figure 2: CSSC Operations website — Training emphasis

Home  Archives Contact Us Email Updates

Search for... n
A CSSC Operations Topics ~ Tools ~  Instructional Videos~  Job Aides -

Topics | Prescription Drug Program (Part D) | Training

Prescription Drug | Tr aining |
Program (Part D)

View and download training material here.
Coverage Gﬂp Discount Search This List Clear  Show All
Program
Drug Data Processing 2/24/2015  Medicare Part D Sponsor Webinar
System (DDPS) 9/2/2014 3014 Part D Webinar (08/19/2014) Job Aid - Dispute Process Flow
FAQs 2014 Part D Webinar (08/19/2014) Job Aid - Manufacturer Dispute Reason Codes
File and Report Layouts 2014 Part D Webinar (08/19/2014) Job Aid - Outlier Process Flow

2014 Part D Webinar (08/19/2014) Slide Presentations - Invoicing & Outlier Process and

Payment Reconciliation Dispute Resolution
Summary Reports (PRS)

6/10/2014 3014 Part D Webinar (06/10/2014) Job Aid - Steps for Submitting DIR Report for Payment
Prescription Drug Front- Reconciliation
End System (PDFS) 2014 Part D Webinar (06/10/2014) Job Aid - Steps for Submitting Record of P2P
References Reconciliation Payments and Attestation of P2P Data

— 2014 Part D Webinar (06/10/2014) Slide Presentations — Overview of DIR Reporting
* Training | Requirements, P2P Reconciliation, and Reconciliation Exclusion Process

User Group 12/13/2013 3014 PDE Reporting and Calculations Guidance

4/23/2012 3013 PDE Reporting and Calculations Guidance
8/31/2012 3012 Enrollment Job Aids
2012 Enrollment Regional TA Materials
2012 Enrollment Regional TA Resource Guide
2012 PDE Regional TA Job Aids
2012 PDE Regional TA Slide Presentations
5/8/2012 3011 PDE Job Aids
9/1/2011 3011 PDE Participant Guide
2011 PDE Slide Presentations

20m Reconciliation Workbook

Contact CSSC Operations For information about the availability of auxiliary aids

Call: 1-877-534-CSSC (2772) and services, please visit: www.medicare.gov/about-
us/mondiscrimination/nondiscrimination-notice.html

Email CSSC Operations

Get Adobe Reader

© 2021 Palmetto GBA, LLC.

Minimum Requirements

Legal Disclaimer

Privacy Policy
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Figure 3: CSSC Operations website — PDE Instructional Videos Training emphasis

c s Home  Archives Contact Us Email Updates

Search for... “
A Cssc Operations Topics ~ Tools ~  Instructional Videos~  Job Aides ~

Topics | Instructional Videos | Training

Instructional Videos Trainin g

How-To Search This List Clear  Show All
Il * Training | 12/30/2020  Risk Adjustment Methodology: An Overview of Risk Adjustment CBT

Risk Adjustment Methodology: An Overview of Risk Adjustment CBT Text Only
12/14/2018  PDE Plan-to-Plan (P2P) Reconciliation Computer-Based Training
PDE Plan-to-Plan (P2P) Reconciliation Computer-Based Training (Text Only)

7/25/206  Common Prescription Drug Event Reporting Edits and Solutions Computer-Based
Training

Common Prescription Drug Event Reporting Edits and Solutions Computer-Based
Training (Text Only)

12/16/2015  PDE Maximum Coverage Gap Discount Amount Computer-Based Training

PDE Maximum Coverage Gap Discount Amount Computer-Based Training (Text Only)
121/2015 PDE Calculation and Reporting Computer Based Training

PDE Calculation and Reporting Computer Based Training (Text Only)
N/18/2015 PDE Common Issues and Best Practices Computer Based Training

PDE Common Issues and Best Practices Computer Based Training (Text Only)

Contact CSSC Operations For information about the availability of auxiliary aids -
o and services, please visit: www.medicare.gov/about- K—\i
Call: 1-877-534-CSSC (2772,
a7 us/nondiscrimination/nondiscrimination-notice.html. “CM s..
Email CSSC Operations

Get Adobe Reader

© 2021 Palmetto GBA, LLC.

Minimum Requirements
Legal Disclaimer

Privacy Policy

2.5 Third Party Administrator (TPA)

The TPA acts as a liaison between Drug Manufacturers and Part D Sponsors in all matters
related to the CGDP. The TPA has multiple functions, including to:

e Provide customer support to both Drug Manufacturers and Part D Sponsors;

o Help establish connectivity to the CGDP portal;

o Distribute quarterly invoices and reports to Drug Manufacturers and Part D Sponsors;

e Facilitate payments related to the CGDP between Drug Manufacturers and Part D
Sponsors;

e Provide reports to CMS regarding the timeliness and completeness of quarterly invoice
payments.
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Note: Refer to 9. Troubleshooting and Support for a list of TPA and CSSC Operations contact
information, email addresses and hours of support.

2.6 Drug Data Processing System (DDPS)

In order to capture and maintain actual cost and utilization data related to Part D PDEs, CMS
uses the DDPS. This system, along with the Payment Reconciliation System (PRS), utilizes
PDE data to create reports to monitor, administer, and reconcile the Prescription Drug Benefit
program for Medicare mandated by the Medicare Modernization Act (MMA) legislation.
The key CGDP related functions within DDPS include:

e Receiving PDE data;

e Applying edits to submitted PDEs;

e Storing PDE details and reported coverage gap discount amounts that are used to
generate CGDP invoices and other reports.

2.6.1  Data Analysis Contractor

The PDE Data Analysis Contractor performs some invoice dispute analysis (based on the
Dispute Reason Code) and performs outreach to Part D Sponsors in order to resolve disputes
filed by the Manufacturers. More information on the dispute process is described in 6. Disputes
and Appeals in this manual.

PDEs on this site are posted under one of the following five categories:

General CGDP Data Quality Review

e PDEs Withheld from the CGDP Invoice and Invoiced Outlier PDEs
e Manufacturer Disputes

e Part D Payment Reconciliation Data Quality Review

e Upheld Dispute Tracking Reports

For more information about the PDE Analysis portal, refer to the guidance released through
HPMS on April 4, 2018 titled “Updates to the Prescription Drug Event (PDE) Analysis Website
and Data Quality Review Process for the Coverage Gap Discount Program, Manufacturer
Disputes, and Part D PaymentReconciliation.”

Technical Guide Version 1.0 14 Coverage Gap Discount Program



Quarterly Reporting Process

3. Quarterly Reporting Process

DDPS receives and edits Part D PDE files, some of which contain coverage gap discount
amounts on individual PDE records. On a quarterly basis, CMS identifies the PDEs with
coverage gap discount amounts and further analyzes them against a particular set of criteria to
determine if they are to be included on the Quarterly Invoice Report sent to Drug Manufacturers
and Part D Sponsors for payment.

3.1 PDE Analysis
3.1.1  Outliers Defined!

In addition to the editing process conducted by DDPS prior to acceptance, all accepted PDEs
with coverage gap discount amounts are subject to further data analysis before they are
included in invoices for the CGDP. These PDEs are analyzed using a set of business rules, and
those that are flagged as outlier PDEs are withheld from the invoice until they are reviewed by
CMS and the Part D Sponsor. Furthermore, starting with the Quarter 1 2018 invoice cycle,
PDEs which have previously been invoiced to manufacturers may be subject to further analysis
and validation if the supporting data has changed or a PDE was adjusted or resubmitted after
being invoiced. Invoiced PDEs that are flagged for data quality issues (i.e., Invoiced Outlier
PDESs) will also be posted on the PDE Analysis website for sponsor review and correction.

Different analyses are applied to PDEs with coverage gap discount amounts to identify outliers.

A PDE is withheld from the Quarterly Invoice Report if it meets any one or more of the outlier
type criteria. When PDEs are flagged as outliers, they are posted to the PDE Analysis website
for Part D Sponsor review. (Note: The PDE Analysis portal is not maintained by the TPA.) Part
D Sponsors are expected to review the PDE and take action by explaining why the PDE is valid
or by correcting the PDE in question. Responses are reviewed by CMS before a decision is
made to release the PDE to be invoiced.

Note: Outlier PDEs are posted on the PDE Data Analysis contractor's PDE Analysis portal each

guarter for Part D Sponsors to review and correct as necessary. Manufacturers do not have to
access this portal.

1. Retroactive Disenrollment of the Beneficiary:

DDPS confirms the Part D enrollment of the beneficiary during online processing and issues
edit 705, “The Beneficiary must be enrolled in Part D on the date of service (DOS)”, if the
beneficiary is not enrolled in Part D on the DOS reported on the PDE. Because there can be
a lag between when the PDE is processed and edited and when the invoices are created,
CMS also validates the beneficiary’s Part D enrollment prior to placing the PDE on the
invoice and after the PDE has been invoiced if the supporting data has changed or a PDE

1 See the April 4, 2018 HPMS memo, “Updates to the Prescription Drug Event (PDE) Analysis Website and Data
Quality Review Process for the Coverage Gap Discount Program, Manufacturer Disputes, and Part D Payment
Reconciliation.”
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adjustment was submitted after being invoiced to check for retroactive losses of enroliment.
If the analysis uncovers that the beneficiary is no longer enrolled on the date(s) of service
due to a retroactive loss of enrollment, then the affected gap discount PDEs are flagged as
withheld or previously invoiced outliers and posted to the PDE Analysis website for sponsor
review.

DDPS compares the DOS to the date of death (DOD) and issues edits when the DOS is
greater than 14 days after the DOD of a beneficiary using a retail pharmacy and living at
home (edit code 753), or 32 days after the DOD of the beneficiary (edit code 704). Similar to
the checks for enrollment described above, CMS evaluates the DOS compared to the DOD
to account for changes in DOD that may have occurred after the PDE processed but prior to
creating the invoice. Effective July 2017, if the analysis uncovers that the DOS on the PDE
is greater than 14 days after the DOD of a beneficiary using a retail pharmacy and living at
home, or 32 days after the DOD of the beneficiary otherwise, then the affected PDEs with
Reported Gap Discount amounts are identified as outliers (withheld or invoiced) and posted
to the PDE Analysis website. In both situations, the sponsor is required to briefly explain
why the PDE is valid on the Response Form or correct the PDEs and/or enrollment
information in question.

2. Retroactive Low-Income Status of the Beneficiary:

DDPS also validates the low-income (LI) status of the beneficiary during editing. If a PDE
reports a gap discount amount for a beneficiary who is low-income eligible, DDPS issues
edit 874, “Reported Gap Discount is > zero. The sponsor provided Low Income Cost
Sharing (LICS) based on Best Available Evidence. Low income beneficiaries are not eligible
to receive a Coverage Gap Discount”. However, due to lags between PDE submission and
invoice generation, CMS validates the low-income status of beneficiaries with reported gap
discount amounts prior to placing the PDE on the invoice and after the PDE has been
invoiced if the supporting data has changed or a PDE adjustment was submitted after being
invoiced to verify that the beneficiary has not received retroactive LI status during the
quarter. If a beneficiary has retroactively become LI eligible, then the affected gap discount
PDEs are flagged as withheld or previously invoiced outliers and posted to the PDE Analysis
website. In instances of retroactive LI eligibility, the sponsor is required to briefly explain why
the PDE is valid using the Response Form or correct the PDEs and/or eligibility information
in question.

3. The PDE Reports a Closed Pharmacy or Inactive Service Provider ID:

In this analysis, we identify gap discount PDEs in which the DOS is after the closing date of
the pharmacy. Gap discount PDEs in which the DOS of the PDE is after the closing date of
the pharmacy’s Service Provider ID may occur when a pharmacy has closed or changed
ownership. When the change in ownership has been reported to the National Council for
Prescription Drug Programs (NCPDP), a 60-day grace period applies before PDEs are
flagged as a withheld or invoiced outlier, in order to assure the most up-to-date information
about the pharmacy is obtained. Affected gap discount PDEs flagged as outliers (withheld or
invoiced) are posted to the PDE Analysis website for Part D sponsor review. In these
instances, the sponsor is required to explain why the PDE is valid or correct the PDEs in
guestion. The PDE must be deleted if the pharmacy is closed or resubmitted with the new
Service Provider ID if there was a change in ownership.
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4. Total Reported Gap Discount (RGD) is Greater than the Maximum Allowed
Reported Gap Discount (Total RGD > Maximum Allowed RGD):

For beneficiaries where the Patient Liability Reduction Due to Other Payer (PLRO) for all
PDEs is zero, the total gap discount amounts are reviewed. CMS identifies beneficiaries
whose total Reported Gap Discount (RGD) for the benefit year exceeds the Maximum
Allowed RGD amount. The Maximum Allowed RGD is calculated as 50% of the remaining
coverage gap before the beneficiary reaches TrOOP after the beneficiary has paid the
deductible and co-insurance in the initial coverage period.

For example, the TrOOP for 2018 is $5000 and the cost sharing percentage for the
beneficiary is 35% and the manufacturer is 50%. For Defined Standard Benefit (DSB) plans,
the beneficiary deductible is $405 and the beneficiary portion of the Initial Coverage Limit
(ICL) is $836.25 (($3,750 - $405) x 0.25).

The Maximum Allowed RGD for DSB plans is calculated as:
(($5000 — $405 - $836.25) / (0.35 + 0.5)) * 0.5 or $2,211.03.

The Maximum Allowed RGD for non-DSB plans is calculated as:
(($5000 / (0.35 + 0.5)) * 0.5 or $2,941.18.

PDEs with gap discount amounts that cause the beneficiary’s total RGD to exceed the
Maximum Allowed RGD are flagged as outliers (withheld or invoiced) and posted to the PDE
Analysis website. For PDEs flagged for this reason, sponsors are required to either briefly
explain why the PDE(s) are valid or correct the gap discount PDE(s) that caused the
discrepancy even if the PDEs that need correction have not been individually flagged and
withheld from invoice. For these outliers, plans must carefully review all of the beneficiary’s
gap discount PDEs to determine the cause of the issue prior to taking action to respond to
the analysis.

5. The Reported Gap Discount is greater than the Maximum Allowed Reported
Gap Discount (RGD>Maximum Allowed RGD):

For this outlier analysis, we look at each PDE individually and flag as outliers any PDEs
whose gap discount amounts exceed the maximum allowed RGD for a given year (see the
section on Total Reported Gap Discount (RGD) is Greater than the Maximum Allowed
Reported Gap Discount for more information regarding the Maximum Allowed Reported Gap
Discount.). This analysis was conducted at the PDE level. PDEs that met this outlier criteria
were withheld from invoicing and posted to the PDE Analysis website for Part D sponsor
review. This outlier analysis applied to PDEs submitted prior to February 2015. Beginning in
February 2015, an edit was implemented to reject PDEs meeting this criteria.

6. The Total Reported Gap Discount is Greater than the TrOOP Maximum
(Total RGD > TrOOP Maximum):

In this outlier analysis, CMS reviews all PDEs submitted for a beneficiary with Reported Gap
Discount amounts. If the sum of the reported gap discounts exceeds the Out-Of-Pocket
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(OOP) maximum for the benefit year, this analysis flags the beneficiary as an outlier. To
determine which PDEs to withhold from invoice, or flag after invoicing for resubmitted gap
discount PDEs, CMS uses the Maximum Allowed Reported Gap Discount as a threshold
(see the Total Reported Gap Discount (RGD) is Greater than the Maximum Allowed
Reported Gap Discount for more information regarding the Maximum Allowed Reported Gap
Discount). In this analysis, the PDEs with gap discounts which caused the beneficiary’s total
RGD to exceed the Maximum Allowed RGD are flagged as withheld or previously invoiced
outliers, and posted to the PDE Analysis website.

Sponsors are required to either briefly explain why the PDE(s) are valid or correct the gap
discount PDE(s) that caused the discrepancy even if the PDEs that need correction have
not been individually flagged and withheld from invoice. For these outliers, plans must
carefully review all of the beneficiary’s gap discount PDEs to determine the cause of the
issue prior to taking action to respond to the analysis.

7. The Calculated TrOOP exceeds the True Out-of-Pocket Threshold
(Calculated TrOOP > TrOOP Threshold):

For beneficiaries with gap discount amounts, calculated TrOOP amounts are evaluated and
compared to the TrOOP threshold. In this outlier analysis, CMS reviews all PDEs for a
beneficiary with Reported Gap Discount amounts and flags any PDEs with a Reported Gap
Discount amount after the beneficiary has already reached the maximum TrOOP Threshold
for the benefit year. Gap discount PDEs where the beneficiary’s calculated TrOOP amount
exceeds the TrOOP Threshold for the benefit year are flagged as withheld or previously
invoiced outliers, and posted to the PDE Analysis website.

This analysis flags the beneficiary as an outlier. Sponsors are required to either briefly
explain why the PDE(s) are valid or correct the gap discount PDE(s) that caused the
discrepancy even if the PDEs that need correction have not been individually flagged and
withheld from invoice. For these outliers, plans must carefully review all of the beneficiary’s
PDEs to determine whether the accumulated TrOOP is being calculated correctly. Plans
must also review all of the beneficiary’s gap discount PDEs to determine the cause of the
issue prior to taking action to respond to the analysis.

Outlier coverage gap PDEs are identified and withheld from the quarterly Manufacturer Invoice
Report until resolved. These outlier PDEs are posted on the PDE Analysis website each quarter
for Part D Sponsors to review and correct as necessary.

Part D Sponsors review the PDEs and provide feedback within 14 calendar days. The PDE
Data Analysis Contractor sends the Part D Sponsor responses and any planned PDE actions
back to DDPS.

Note: If a subsequent Deletion/Adjustment resolves the outlier PDE, and the adjustment
contains a coverage gap discount amount, the PDE is included on the next Quarterly
Manufacturer Invoice. If a Part D Sponsor provides an explanation of why a Gap Discount PDE
that was withheld is actually valid and the response is accepted by CMS, the PDE is released to
be included on the next Quarterly Manufacturer Invoice.

See Figure 4 for a high level overview of an Outlier Process Flow.
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Figure 4: Outlier Process Flow
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3.1.2  Outlier Impact to Manufacturers

PDEs identified as outliers, under the conditions described in 3.1.1 Outliers Defined, are
excluded from quarterly manufacturer invoicing and payment until the issue causing the PDE to
be flagged as an outlier is resolved by the Part D Sponsor.

3.1.3  Outlier Impact to Part D Sponsors

The PDE analysis and outlier process has a direct effect on Part D Sponsors as withheld PDEs
are not included on invoices to the Drug Manufacturer, and therefore, are excluded from
reimbursement of the gap discount amount until the PDE outlier issue is resolved.

Part D Sponsors can respond to withheld PDEs in one of two ways:
1. Adjust or delete PDEs that require correction through DDPS:

o Part D Sponsors must adjust or delete PDEs within 90 days from the date that
the withheld PDEs are posted to the PDE Analysis website. This date is the
same as the release date for the Quarterly Invoice Reports.

2. If the Part D Sponsor believes that the PDE is valid, they complete and submit a
Response Form within 14 calendar days of the PDE’s posting on the PDE Analysis
website. This is mandatory if the Part D Sponsor believes that the PDE is valid as
previously submitted and they will not be adjusting or deleting the PDE in question to
DDPS.
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3.2 Quarterly Invoice Reports
3.21  TPA Role in Quarterly Invoice Reports

The TPA is responsible for distributing quarterly invoice reports to Drug Manufacturers and Part
D Sponsors.

Table 1 provides the Quarter End Dates and their respective targeted Report Distribution Dates
for a given Plan Year.

Note: These dates may be subject to changes or delays. It is recommended that Drug
Manufacturers and Part D Sponsors access the Medicare Part D CGDP Calendar on the TPA
website (www.TPAdministrator.com) to verify all dates.

Table 1: Quarterly Invoice Report Distribution Schedule

Quarter End Date Report Distribution Date
March 31 April 30
June 30 August 31
September 30 October 31
December 31 January 31

Note: Report distribution for the quarter ending June 30" is delayed one month due to
processes that occur as a result of the annual Part D payment reconciliation.

Quarterly Invoice reports consist of five reports. The TPA sends three of these reports to Part D
Sponsors and two reports to Drug Manufacturers. All five reports are received in a flat file format
and the file layouts are available on the TPA website. These files are then distributed through
the CGDP Portal to CGDP patrticipants.

To view all Drug Manufacturer and Part D Sponsor Quarterly Invoice Report File Layouts,
access the Invoices topic on the TPA website as shown in Figure 5.
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Figure 5:

TPA website — Quarterly Invoices Report Layouts
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The Invoices link houses documents that will assist Pharmaceutical Drug Manufacturers and Part D
Plan Sponsors with reading report layouts provided in the CGDP Portal. The CGDP Portal houses
Benefit Year (BY) Closeout Invoice and Quarterly Invoice reports as well as Manufacturer and Sponsor
1099 information.

To understand and use the data contained in these reports, the links provided will assist with reading
the text file formats provided on the CGDP Portal.

Invoices Articles

05/02/2016 Inveices / Manufacturer Benefit Year (BY) Closeout Invoice Report Layouts
Manufacturer Reimbursement Detail Report

Manufacturer Reimbursement Summary Report
Upheld Dispute Tracking Report

Inveices / Sponsor Benefit Year (BY) Clossout invoice Report Layouts
Contract Reimbursement Detail Report

Contract Reimbursement Summary Report

09/30/2015 fnvoices /1099 Record Information
1099 Record Layouts

07/16/2015  Invoices / Direct Payment Process Information HEMS Memos
HPMS Memo: Payment of Outstanding Coverage Gap Discount Program payments

0714/2015  Invoices / Direct Payment Frocess Information HPMS Memos
HPMS Memo:Updates on the new Medicare Part D Coverage Gap Discount Program
Direct Payment Process

Q718/2012 | Invoices / Manufacturer Quarterly Invoice Report Layouts
Invoice Report

08/10/28TZ " Invoices / Spansor Quarterly Invoice Report Layoufs
Coverage Gap Tracking Report

03/14/2012 | invoices / Manufacturer Quarterly Invoice Report Layouts
Data Report

Invoices / Sponsor Quartferly Invoice Report Layoufs
Contract Data Report

oniract Summary Report

Last Updated: 06f17/2019

The Manufacturer Reports include:

¢ Invoice Report

e Data Report (also available in an Excel format)

The Part D Sponsor reports include:

e Contract Summary Report

e Contract Data Report (also available in an Excel format)
¢ Coverage Gap Tracking Report
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Reminder: Invoice Reports are generated quarterly for each benefit year for a total of 17
quarters. (For example, benefit year 2014 will be invoiced through January 31, 2018).

3.2.2  Manufacturer Reports

Each participating Drug Manufacturer receives a Quarterly Invoice Report identifying the
payments due to (or to be received from in the case of a PDE adjustment/deletion) each Part D
Sponsor for coverage gap activity that occurred during the quarter. Each Drug Manufacturer
receives the Manufacturer Data Report, which provides PDE level information for final action
PDEs with a gap discount amount greater than zero.

Using the CGDP Portal, the TPA sends Drug Manufacturers all available reports. The Drug
Manufacturers are notified by subscription-based email distribution listings and a News Update
ported to the TPAdministrator.com website regarding the availability of the reports. All reports
are received in a flat file format from DDPS in defined layouts available on the
TPAdministrator.com website. These files are then distributed through the CGDP Portal to
CGDP participants. The TPA also sends an Excel based Data Report for enhanced readability.
All Drug Manufacturer reports appear on the Reports tab of the CGDP Portal for review and
download. Drug Manufacturers access the reports using the CGDP Portal. Drug Manufacturer
User Guides for the CGDP Portal are posted on the TPA website.

For a high level overview of the CGDP Portal, refer to 5.5. Training, User Guides, Frequently
Asked Questions (FAQ) and Webinar Information on the TPA website in this guide.

For more detailed information and instructions on how to use the CGDP Portal, access the
CGDP Manufacturer Portal Users Guides topic and review the user guides on the TPA website.

3.2.21  Manufacturer Invoice Report

The Invoice Report is distributed quarterly to Drug Manufacturers. Positive amounts on the
report summarize the payments each Drug Manufacturer will make to the Part D Sponsors.
Negative amounts on the report summarize the payments Drug Manufacturers will receive from
Part D Sponsors as a result of adjusted or deleted PDEs from previous quarters.

Specifically, within this file layout, the header and trailer records identify the:

e Calendar Quarter of the report (CURRENT REPORTING PERIOD),
e Drug Manufacturer (MANUFACTURER P-NUMBER),

o Part D Sponsor (SUBMITTING CONTRACT NUMBER), as well as,
e Benefit Year/Quarter (REPORT ID).

The Labeler (LBLR) record reflects the:

e TOTAL GAP DISCOUNT AMOUNT THIS PERIOD field, which is the net of the TOTAL
REPORTED GAP DISCOUNT PREVIOUS AMOUNT (reported on the last quarter’s
Invoice) and;

Technical Guide Version 1.0 22 Coverage Gap Discount Program


https://www.tpadministrator.com/internet/tpaw3.nsf/DID/9Y8APGM3MD

Quarterly Reporting Process

e TOTAL REPORTED GAP DISCOUNT CURRENT AMOUNT (the amount as of the
current quarter’s cut-off date, including adjustments or deletions) for each Labeler which
has coverage gap discount amounts for the Manufacturer this quarter.

Drug Manufacturers utilize the Contract trailer (TPACT) record for quarterly payment reference.

This record displays the:

e Summarized TOTAL GAP DISCOUNT AMOUNT THIS PERIOD,
TOTAL REPORTED GAP DISCOUNT PREVIOUS AMOUNT, and
e TOTAL REPORTED GAP DISCOUNT CURRENT AMOUNT.

If the summarized net amount (TOTAL GAP DISCOUNT AMOUNT THIS PERIOD) is a positive
number, this amount is paid by the Manufacturer P-Number and identified by the EFT
INDIVIDUAL IDENTIFICATION NUMBER.

If this amount is a negative number, this amount is received from the Part D Sponsor to the
Manufacturer P-Number.

To view all Drug Manufacturer Reports and File Layouts, access the Manufacturer Quarterly
Invoice Report Layouts topic on the TPA website.

3.2.2.2 Manufacturer Data Report

The Data Report is an itemized list of each final action gap discount PDE for which the Drug
Manufacturer is responsible in the quarter. This report is similar to the one provided to Part D
Sponsors however, it does not contain any contract or Plan Benefit Package (PBP) identifiers.
This report provides the Drug Manufacturers the opportunity to review the detail inputs to the
summary invoice (DETCG record). These details reflect changes from subsequent quarters due
to adjustments or deletions of PDEs made by Part D Sponsors.

The header and trailer records identify the:

Calendar Quarter of the report (CURRENT REPORTING PERIOD);
Drug Manufacturer (MANUFACTURER P-NUMBER),

Labeler (LABELER CODE), as well as,

Benefit Year/Quarter (REPORT ID).

The detail record (DETCG) includes detailed PDE data which is aggregated into the summary
level invoice.

The TOTAL GAP DISCOUNT AMOUNT THIS PERIOD on the Manufacturer trailer (TPAMT)
record corresponds to the same field on the Manufacturer Invoice Report Manufacturer trailer
(TPAMT) record.

The detail records (DETCG) from this report are used by the Drug Manufacturer as the base
records for the Manufacturer Dispute Submission File. If the Drug Manufacturer needs to
dispute an invoiced PDE, as they disagree with the information included on the PDE, this file is
sent back to the TPA.
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See Table 2 for a sample list of fields included on the DETCG record of the Manufacturer Data
Report.

Table 2: Manufacturer Data Report Fields Sample List

Field Description

SERVICE PROVIDER IS The identifier for the Service Provider

PRESCRIPTION SERVICE REFERENCE A unique reference umber for a prescription
NUMBER assigned by a plan. It must be unique for any
DOS and Service Provider ID combination.

DATE OF SERVICE (DOS) CCYYMMDD (Calendar YY Month Date)

QUANTITY DISPENSED Number of Units, Grams, Milliliters, other. If
compounded item, total of all ingredients
should be supplied as Quantity Dispensed.

DAYS SUPPLY Number of days’ supply provided. Number
entered is from 0-999.

To view all Drug Manufacturer Reports and File Layouts, access the Manufacturer Quarterly
Invoice Report Layouts topic on the TPA website.

3.2.2.3 Manufacturer Data Spreadsheet

This spreadsheet contains the same information as the Manufacturer Data Report but is in a
readable format that can be viewed in Excel and is downloadable from the CGDP Portal.

3.2.3 Labeler Codes in the Manufacturer Invoice Process

Labeler Codes, as defined and assigned by the Food and Drug Administration (FDA), consist of
the first five digits in an 11 digit National Drug Code (NDC). CMS relies on correct and timely
Drug Manufacturer information to produce accurate CGDP invoices each quarter.

As part of a signed Manufacturer’s agreement with CMS to participate in the CGDP,
Manufacturers must provide CMS with all FDA-assigned Labeler Codes for the manufacturer’s
Applicable drugs. Manufacturers are responsible for keeping their Labeler Codes current in
HPMS.

Drug Manufacturers that fail to update their Labeler Codes are then billed and are responsible
for paying the amounts invoiced and cannot successfully appeal the amounts invoiced on the
grounds that the Labeler Code data is incorrect. CMS does not consider such failure to be
grounds for successful dispute of invoiced amounts.
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Refer to Appendix C — HPMS Model & Enterprise Users Administration (EUA) Access for

instructions and sample screens on obtaining access to CMS’ HPMS for Labeler Code input.

Listings of current Labeler Codes by Manufacturers can be found on CMS’ website Part D
Information for Pharmaceutical Manufacturers as shown in Figure 6Figure 6.

Figure 6: CMS Part D Information — Emphasis on 2021 Labeler Codes
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Part D Information for Pharmaceutical Manufacturers
This page provides important information related to Part D program for Pharmaceutical companies.

The Medicare Coverage Gap Discount Program (Discount Program) makes manufacturer discounts available to eligible Medicare
beneficiaries receiving applicable, covered Part D drugs, while in the coverage gap. In order to participate in the Discount Program,
manufacturers must sign an agreement with CMS to provide the discount on all of its applicable drugs (i.e. prescription drugs
approved or licensed under new drug applications or biologic license applications). Beginning in 2011, only those applicable drugs
that are covered under a signed manufacturer agreement with CMS can be covered under Part D.

CMS has provided on the download section of this page information about the Discount Program contracting process, the list of
participating manufacturers, Labeler Codes and associated Labeler Codes Firm Names.

Please click the selection that best matches your area of interest and check back, as we will continue to update these resources
regularly.

Downloads

CGDP Master Calendar 2019-2024 (PDF)
I Medicare-Coverage-Gap-Discount-Program-February-2021-Labeler-Code-File (ZIP) I
Request for P-Number 2022 (PDF})

BIN_PCN_2021_102920 (ZIP,
Medicare Part D Contract Plan BIN PCMN Files (ZIP)

Coverage Gap Discount Program - Timely Payment Determination (PDF)

Medicare Coverage Gap Discount Program - Part D Sponsor Program Guidance (5/21/10) {ZIP})
Medicare Coverage Gap Discount Program - Maximum Discount (ZIP)

Medicare Coverage Gap Discount Program - Dispute Resolution (PDF’

Manufacturer Appeal Decision Letters (ZIP)

Medicare Coverage Gap Discount Program Third Party Administrators Agreement (v042017) (PDF)

Medicare Coverage Gap Discount Program- Program Invoicing Dates (PDF)

Manufacturer Coverage Gap Discount Guidance (v.052017) (ZIP)

Medicare Coverage Gap Discount Program-Manufacturer's Agreement (05.2018) (PDF)
Labeler Code Update Calendar (PDF)

Related Links

Medicare Coverage Gap Discount Program - Independent Review Entity for Manufacturer Appeals
Plan Payment

Page Last Modified: 01/27/2021 08:34 AM
Help with File Formats and Plug-Ins

¢

A federal government website managed and paid for by the U S. Centers for Medicare & Medicaid
Services. 7500 Security Boulevard, Baltimore, MD 21244

3.2.3.1

Adding Labeler Codes

New Labeler Codes are those that are either newly FDA-assigned or have not been previously
specified by the Drug Manufacturer. A Manufacturer must add any new Labeler Codes through
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HPMS as soon as the codes are assigned by the FDA, in advance of FDA drug approval. A new
Applicable drug product, even if FDA approved for sale, is not eligible for coverage under the
Medicare Part D program unless the Labeler Code is covered under a Manufacturer
Agreement.?

Requests to add Labeler Codes must be received at least five business days prior to the month’s
end in order to become effective the following month. CMS will add newly approved Labeler
Codes to the Coverage Gap Participating Labeler Code File for web posting by the first
business day of the following month.

In the event that a Manufacturer has drugs associated with a new Labeler Code, the
Manufacturer should do the following to make sure that their drugs are eligible for coverage
under Part D as soon as possible:

e List NDCs with the FDA in advance of commercial distribution of the product so that
CMS and Part D Sponsors can accurately identify Applicable drugs once they are
provided to pharmacies for distribution to patients.

e Add the Labeler Code into HPMS before database vendors, such as First DataBank and
Medi-Span, receive NDCs associated with the new codes.

3.23.2 Transferring Labeler Codes

Drug Manufacturers’ business needs may call for the transfer of existing Labeler Code(s) from
one Manufacturer to another. The Labeler Code owner of record remains liable for payment of
all discounts until the transfer is complete. CMS requires that both Manufacturers participate in
the transfer process through HPMS. One Manufacturer must request that the code be deleted
from its P Number and the other Manufacturer must request an addition to its P Number.

Here is an example of a typical process to transfer a Labeler Code:

e The Labeler Code owner of record must submit a request to delete the Labeler Code
within HPMS.

e The Drug Manufacturer that wishes to assume ownership of the Labeler Code must
submit a request within HPMS to add the Labeler Code.

e CMS must approve both requests. Transfers are not considered complete until both
Manufacturer requests have been approved. Each Drug Manufacturer’'s Primary Contact
is notified by HPMS email when its request has been approved.

e Timely transfer requests become effective on the first day of the following month. The
existing Labeler Code owner of record is responsible for payment of all discounts based
upon invoice production and processing (See 3.2.4.3 Invoice Impact of Transferred
Labeler Codes).

e Refer to the Labeler Code Update Calendar for key dates in the transfer process on the
TPA’s Labeler Code Update Calendar or CMS’ Part D Information for Pharmaceutical
Manufacturers websites.

e The transfer of Labeler Codes includes all NDCs associated with that Labeler Code.
CMS does not transfer individual NDCs.

2 See March 30, 2017 HPMS memo, “Medicare Coverage Gap Discount Program Guidance”, for an explanation of
invoice policies and the transfer of Labeler Codes.
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3.2.3.3

Invoice Impact of Transferred Labeler Codes

Drug Manufacturers should take note of the following regarding invoice production and
processing of Labeler Code transfers:

3234

Manufacturers’ quarterly invoices are billed and distributed according to the CGDP
Calendar. To view the most current version of the calendar, access the Medicare Part D
CGDP Calendar subtopic on the TPA website.

Drug Manufacturer invoices include coverage gap discount amounts by Labeler Code for
an entire quarter. Labeler Code activity is not billed in time increments smaller than a
quarter. This means that the manufacturer that assumes liability for a Labeler Code
effective the second or third month within a quarter will be billed for all PDE activities for
all three months (first, second, and third).

The new Labeler Code owner receives the quarterly invoice if a transfer becomes
effective by the third month of the quarter. See Labeler Code Update Calendar
referenced above. For example,

o If a Labeler Code transfer request is approved in February and becomes
effective on March 1st, the Q1 invoice will be delivered to the new Labeler Code
owner.

o |f a Labeler Code transfer request is approved in March and becomes effective
on April 1st, the Q1 invoice will be delivered to the prior Labeler Code owner.

Invoices are based upon all CGDP PDE activity received by CMS during the quarter. As
the year progresses, invoices may include PDEs from prior quarters’ dates of service.
This means that once a Manufacturer assumes liability for discounts associated with a
Labeler Code, that company is billed for any residual discounts from dates of service
that occurred prior to the transfer of the Labeler Code but were received by CMS after
the transfer of the Labeler Code.

The Invoice Reporting Period for Quarter 17 (Q17) of the impacted benefit year ends on
January 313. For example, Q17 for benefit year 2014 ends on January 31, 2018.
Although the invoice for this quarter is delivered on April 30, it only includes PDEs
reporting gap discount amounts for that benefit year's Q17 submitted by January 31.

In the event that business needs do not coincide with the timing of the transfers, Drug
Manufacturers are expected to reconcile any CGDP payments amongst themselves
without CMS involvement. CMS holds the HPMS owner of record responsible for making
discount payments until both manufacturers submit Labeler Code change requests
through HPMS and until the quarter in which the transfer takes effect.

Invoice Report Impact When a Labeler Code Transfer Occurs

When a PDE is invoiced in one quarter with one Labeler Code, and the coverage gap discount
amount is adjusted or deleted in a subsequent quarter, in which the Labeler Code has changed
ownership to another Drug Manufacturer, Invoice Reports are impacted as follows:

3 See the December 28, 2016 HPMS memo, “Annual Benefit Year Closeout for the Coverage Gap Discount Program
Invoicing Cycle”.
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. Effect on Part D Sponsor Invoice Report

e The Part D Sponsor does not receive information regarding Labeler Code
changes. Their reports are summarized at the Manufacturer P Number (PNUM)
level, which reflects the coverage gap discount amounts associated with the
Labeler Code within the summary of the current Manufacturer (PNUM) owner at
the time of the invoice.

° Effect on Manufacturer Invoice Report

e The Manufacturer (PNUM) that owned the Labeler Code on the prior invoice is
no longer responsible for the gap discount amounts on any future invoice
changes.

e The Manufacturer (PNUM) that currently owns the Labeler Code is now
responsible for any gap discounts per the invoice’s current gap discount amount.

° Effect when a PDE is deleted in a subsequent quarter

e The Manufacturer (PNUM) that owned the Labeler Code on the prior invoice is
no longer responsible for the gap discount amounts on any future invoice
changes (gap discount amount in the prior gap amount and zero in the current
gap amount). The new owner of the Labeler Code will see any changes that
impacted the previous Manufacturer (PNUM) as they now have liability for the
labeler code.

3.23.5 Removing Labeler Codes

Drug Manufacturers may request to delete a Labeler Code from their contract through HPMS.
The Manufacturer must attest that there is no intention to use or add products under that
Labeler Code by clicking the Attestation check box.

CMS will approve the request only if the FDA Comprehensive National Drug Code (NDC)
Structured Product Labeling (SPL) Data Elements (NSDE) file reflects retrospective last lot
expiration dates for all Applicable Drugs (as defined in 42 CFR § 423.100) associated with the
code.

Deletion requests must be received at least five business days prior to the month’s end in order
to become effective the following month. Consistent with the Manufacturer Agreement, Drug
Manufacturers will be invoiced for gap discounts after a Labeler Code is deleted as long the
date of service is on or before the Labeler Code End Date. PDEs for benefit year can be
invoiced for 37 months following the end of the benefit year. Refer to the Labeler Code Update
Calendar for key dates in the deletion process on the TPA’s Labeler Code Update Calendar or
CMS’ Part D Information for Pharmaceutical Manufacturers websites.

For more information and instructions on making Labeler Code additions, transfers, or deletions,
refer to the Drug Manufacturer User Manual available on the HPMS portal.

Note: Refer to Appendix E: Maintenance of FDA Records for information and requirements on
maintaining up-to-date electronic FDA registrations and listings of all NCDs.
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3.24  Part D Sponsor Reports

Part D Sponsors receive both a Contract Summary Report and Contract Data Report, also
known as a Detail Report, communicating what they are owed from each Drug Manufacturer for
the quarter as well as what is owed to the Drug Manufacturers due to PDE deletions and
adjustments. In addition to these two reports, Part D Sponsors also receive a Coverage Gap
Tracking Report.

Using the CGDP Portal, the TPA sends Part D Sponsors all available reports. Part D Sponsors
are notified by subscription-based email distribution listings and a News Update posted to the
TPA website regarding the availability of the reports. All reports are received in a flat file format
and the file layouts are available on the TPA website. These files are then distributed through
the CGDP Portal to CGDP participants. The TPA also sends an Excel based Data Report for
enhanced readability. All Part D Sponsor reports appear on the Reports tab of the CGDP Portal
for review and download. The TPA distributes an email via a subscription-based distribution list
to notify Part D Sponsors that reports are available. Part D Sponsor User Guides for the CGDP
Portal are posted on the TPA website.

3.24.1 Part D Sponsor Contract Summary Report

The Contract Summary Report identifies the payments Part D Sponsors will receive from each
Drug Manufacturer as well as other information the Part D Sponsor can optionally use to identify
Drug Manufacturer payments. In addition, negative amounts on the report summarize the
payments Part D Sponsors are expected to refund back to each Drug Manufacturer as a result
of adjusted or deleted PDEs from previous quarters. The information in this report is the same
information that appears on the Payments and Receipts tab of the CGDP Portal.

The header and trailer records identify the:

e Calendar Quarter of the report (CURRENT REPORTING PERIOD),
o Part D Sponsor (SUBMITTING CONTRACT NUMBER),
e Drug Manufacturer (MANUFACTURER P-NUMBER).

Part D Sponsors utilize the Manufacturer trailer (TPAMT) record for quarterly payment
reference. This record displays the:

e TOTAL GAP DISCOUNT AMOUNT THIS PERIOD field, which is the net of the TOTAL
REPORTED GAP DISCOUNT PREVIOUS AMOUNT (reported on the last quarter’s
Invoice) and,

e TOTAL REPORTED GAP DISCOUNT CURRENT AMOUNT (the amount as of the
current quarter’s cut-off date, including adjustments or deletions).

If the net amount (TOTAL GAP DISCOUNT AMOUNT THIS PERIOD) is a positive number, this
amount is received from the Manufacturer P-Number and identified by the Electronic Funds
Transfer (EFT) INDIVIDUAL IDENTIFICATION NUMBER.

Note: This TOTAL GAP DISCOUNT AMOUNT THIS PERIOD also appears as a line item on
the Receipts tab of the CGDP Portal.

If this amount is a negative number, this amount is paid by the Part D Sponsor to the
Manufacturer P-Number.
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Note: This TOTAL GAP DISCOUNT AMOUNT THIS PERIOD also appears as a line item on
the Payments tab of the CGDP Portal.

Refer to Table 1Error! Reference source not found. for a sample list of fields included on the
Contract Summary Report that are relevant to the payment process.

To view all Part D Sponsor Report File Layouts, access the Sponsor Quarterly Invoice Report
Layouts subtopic on the TPA website.

Table 3: Contract Summary Report Fields Relevant to Payment Process

Field Description

Manufacturer P NUMBER Internal CMS number that uniquely identifies
the Manufacturer.

EFT INDIVIDUAL IDENTIFICATION External identifier for CGDP payment,

NUMBER quarter, and Manufacturer.
Total Gap Discount AMOUNT THIS | Amount Manufacturer owes Sponsor, if
PERIOD positive.
Amount Sponsor owes Manufacturer, if
negative.

For a high level overview of the CGDP Portal, refer to 5.5. Training, User Guides, Frequently
Asked Questions (FAQ) and Webinar Information on the TPA website in this guide.

For more detailed information and instructions on how to use the CGDP Portal, access the TPA
website and review the CGDP Sponsor Portal Users Guides subtopic.

3.24.2 Part D Sponsor Contract Data Report

The Part D Sponsor Contract Data Report documents each of the contract’s final action gap
discount PDEs invoiced in the quarter, which may include originals, adjustments, or deletions.
This report is sometimes referred to as the Detail Report. It provides Part D Sponsors an
opportunity to review inputs to the summary level invoice. It also incorporates changes from
subsequent quarters due to adjustments or deletions of PDEs.

The header and trailer records identify the:

Calendar Quarter of the report (CURRENT REPORTING PERIOD),
Part D Sponsor (SUBMITTING CONTRACT NUMBER),

Drug Manufacturer (MANUFACTURER P-NUMBER), as well as,
Benefit Year/Quarter (REPORT ID).

The detail record (DETCD) includes detailed PDE data which is aggregated into the summary
level invoice.

Technical Guide Version 1.0 30 Coverage Gap Discount Program


https://www.tpadministrator.com/internet/tpaw3.nsf/DID/0A6ZOXR09Z
https://www.tpadministrator.com/internet/tpaw3.nsf/DID/0A6ZOXR09Z
https://www.tpadministrator.com/internet/tpaw3.nsf/DID/PRRC69XRIF

Quarterly Reporting Process

The TOTAL GAP DISCOUNT AMOUNT THIS PERIOD on the Manufacturer trailer (TPAMT)
record corresponds to the same field on the Contract Summary Report Manufacturer trailer
(TPAMT) record.

See 4Error! Reference source not found. for a sample list of fields included on the DETCD
record of the Contract Data Report.

To view all Part D Sponsor Reports and File Layouts, access the Sponsor Quarterly Invoice
Report Layouts topic on the TPA website.

Table 4: Contract Data Report Fields Sample List

Field Description

DETAIL REFERENCE (REF) NUMBER A unigue coverage gap reference number for
this coverage gap detail. This number can be
used between coverage gap discount reports
to track adjustments that occur on this
coverage gap detail.

PERVIOUS REPORT ID and REPORTED Indicates adjusted or deleted records that
Gap Discount PREVIOUS AMOUNT were previously invoices.

SUBMITTING CONTRACT NUMBER and Identifies the contract/PBP that advanced the
SUBMITTING CONTRACT PBP NUMBER CGDP discount at POS.

3.24.3 Part D Sponsor Contract Data Spreadsheet

This spreadsheet contains the same information as the Part D Sponsor Contract Data Report
but is in a readable format that can be viewed in Excel.

3.24.4 Coverage Gap Tracking Report

This report is a cumulative report showing the status of each gap discount PDE saved in the
DDPS database. There is one Tracking Report for each benefit year. Status codes on the report
indicate if a PDE was invoiced or pended (meaning it was withheld from the invoice). These
codes can be found on the DETCD record of the report.

Withheld (or pended) PDE Reason Codes typically found on this report include:

Blank - Not Pended
01 - Retro Disenrollment
02 - Retro LI
04 - Other Data Quality Review
» Total Reported Gap Discount Amount greater than the Maximum Allowed Gap
Discount Amount
= Total RGD is greater than TrOOP
= PDE Reports a Closed Pharmacy or Inactive Provider ID
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= RGD Amount exceeds Maximum Allowed Gap Discount Amount
= Calculated TrOOP exceeds True Out-of-Pocket Threshold

e 99 - Other — Outlier Type 99999

To view all Part D Sponsor Reports and File Layouts, access the Sponsor Quarterly Invoice
Report Layouts topic on the TPA website.

4. Benefit Year (BY) Closeout Invoice Reporting Process

41 Benefit Year (BY) Closeout Invoice Reports

Benefit Year (BY) Closeout Invoice Reports for Drug Manufacturers and Part D Sponsors will be
released annually through the TPA.

The BY Closeout Invoice Reports will communicate to Drug Manufacturers the status of all
upheld disputes for the closed benefit year, i.e. whether or not the disputed PDE record has
been corrected in a manner that resolved the issue that led to the dispute and whether the
correction resulted in a financial or non-financial change to the invoice data.

This reporting process also allows the Part D Sponsor to remit payment for any gap discounts
invoiced in Q17 that were successfully disputed and for any successful disputes from previous
guarters of the benefit year in which the Part D Sponsor has only recently corrected.

Manufacturers should note that successful disputes can result in a full adjustment, partial
adjustment, or no adjustment to the gap discount amount.*

411 TPARole in BY Closeout Invoice Reporting Process

The TPA is responsible for distributing the BY Closeout Invoice Reports to Drug Manufacturers
and Part D Sponsors. These invoice reports will be released annually approximately fifteen
months after a benefit year's Q17 invoice receipt date. Drug Manufacturers and Part D
Sponsors receiving these reports are notified via targeted email distribution listing, using data
pulled from HPMS TPA Liaison or CGDP Payment Contact fields, regarding the availability of
these reports.

Note: The release date may be subject to change.

BY Closeout Invoice Reports consist of five reports. The TPA sends three of these reports to
Drug Manufacturers and two reports to the Part D Sponsors. All five reports are received in a
flat file format from DDPS in defined layouts available on the TPAdministrator.com website.
These files are then distributed through the CGDP Portal to CGDP participants. Figure 7
displays the location of the Manufacturer Benefit Year (BY) Closeout Report Layouts on the

4 Health Plan Management System (HPMS) Memo dated May 2, 2016, Coverage Gap Discount Program Benefit
Year Closeout Invoice Reports.
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TPA website. Figure 8 displays the location of the Sponsor Benefit Year (BY) Closeout Report
Layouts on the TPA website.

Figure 7: TPA website — Manufacturer BY Closeout Report Layouts
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Closeout Invoice Report
Layouts
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Report Layouts

Manufacturer Benefit Year (BY) Closeout Invoice
Report Layouts

The Benefit Year (BY) Closeout invoice report layouts assist Pharmaceutical Drug Manufacturers with
understanding the format of the information provided in the three (3) BY Closeout invoice reports
delivered via the CGDP Portal.

The Manufacturer Reimbursement Summary Report, the Manufacturer Reimbursement Detail
Report and the Upheld Dispute Tracking Report communicate the status of all upheld disputes for
years no longer being invoiced.

These reports will provide information whether or not correction of the disputed Prescription Drug
Event (PDE) record has occurred that resolved the issue that led to the dispute and whether the
correction resulted in a financial or non-financial change to the invoice data.

Manufacturers should note that successful disputes can result in a full adjustment, partial
adjustment, or no adjustment to the gap discount amount.

Manufacturer Benefit Year (BY) Closeout Invoice Report Layouts Articles

os/02/2016 Manufacturer Reimbursement Detail Report
Manufacturer Reimbursement Summary Report
Upheld Dispute Tracking Report

Last Updated: 06/z1/2019

The Manufacturer BY Closeout Invoice Reports include:

e Manufacturer Reimbursement Summary Report
¢ Manufacturer Reimbursement Detail Report (also available in an Excel format)
e Upheld Dispute Tracking Report
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41.2 Manufacturer BY Closeout Invoice Reports

Manufacturers receive a Manufacturer Reimbursement Summary Report, a Manufacturer
Reimbursement Detail Report and an Upheld Dispute Tracking Report which communicates to
Manufacturers the status of all upheld disputes for years no longer being invoiced. These
reports will provide information whether or not correction of the disputed PDE record has
occurred that resolved the issue that led to the dispute and whether the correction resulted in a
financial or non-financial change to the invoice data.

Using the CGDP Portal, the TPA sends Manufacturers all available reports. The TPA also
distributes an Excel based Reimbursement Detail Report for enhanced readability. All
Manufacturer reports appear on the Reports tab of the CGDP Portal for review and download.

Drug Manufacturers access all reports using the CGDP Portal. Drug Manufacturer User Guides
for the CGDP Portal are posted under the CGDP Manufacturer Portal Users Guides subtopic on
the TPA website.

For a high level overview of the CGDP Portal, refer to 5.5. Training, User Guides, Frequently
Asked Questions (FAQ) and Webinar Information on the TPA website in this guide.

41.21 Manufacturer Reimbursement Summary Report

The Manufacturer Reimbursement Summary Report allows Drug Manufacturers to identify any
amounts owed to them for upheld disputes by specific contracts and by benefit year.

If closed benefit years’ upheld disputes are updated by Part D Sponsors after the release of the
BY Closeout Invoice report, those updates will be reflected in the next BY Closeout Invoice
Report, which now would include multiple benefit years’ data. The amount that is owed is found
on the TPACT record along with the EFT ID to be used for reference.

The Manufacturer Reimbursement Summary Report consists of seven record types.
There are three header records, three trailer records, and one detail record:

Manufacturer P Number Header (TPAMH)

Contract Header (TPACH)

Benefit Year Specific Header (BYRH)

Benefit Year Specific Trailer (BYRT)

Contract Trailer (TPACT)

Manufacturer P Number Trailer (TPAMT)

Manufacturer Reimbursement Total at the Labeler Level (LBLR)

The LBLR record will report the Total Upheld Dispute Reimbursement Amount, summarized by
labeler, and contains the aggregated amount that the Part D Sponsor owes the Drug
Manufacturer for all upheld disputes being reimbursed through the benefit year closeout invoice
cycle by contract.

The Total Upheld Dispute Reimbursement Amount is the total amount owed for any upheld
disputes that were resolved with financial impact, related to the labeler specified on the record.
The LBLR record also reports the Total Reported Gap Discount Current Amount which is the
total gap discount amounts reported on the most recent versions of the disputed PDEs for the
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contract and the Total Reported Gap Discount Previous Amounts, the total gap discounts
reported on the invoice when the PDEs were originally disputed. The net payment reported in
the Total Upheld Dispute Reimbursement Amount is calculated as the Total Reported Gap
Discount Current Amount minus the Total Reported Gap Discount Previous Amount.®

To view all Drug Manufacturer BY Closeout Invoice Reports and File Layouts, access the
Manufacturer BY Closeout Invoice Report Layouts topic on the TPA website as shown in Figure
7.

41.2.2 Manufacturer Reimbursement Detail Report

The Manufacturer Reimbursement Detail Report only reports on upheld disputes in which the
action taken by the Part D Sponsor to resolve the dispute resulted in a partial or full repayment
of the disputed gap discount amount and that gap discount amount has not been previously
invoiced for Part D Sponsor payment to the manufacturer.

The Manufacturer Reimbursement Detail Report consists of five record types.
There are two header records, two trailer records, and one detail record:

Manufacturer P Number Header (TPAMH)

Labeler Header (TPALH)

Labeler Trailer (TPALT)

Manufacturer P Number Trailer (TPAMT)

Manufacturer Reimbursement Detail Record at PDE Level (DETMD).

Any disputed PDE that meets the criteria stated above and is included in the report will have a
DETMD record.

The purpose of the DETMD record is to report the Upheld Dispute Reimbursement Amount, the
amount that the Part D Sponsor owes the manufacturer for the upheld dispute. This is the
amount that the Part D Sponsor is being invoiced for during the benefit year closeout invoicing
cycle at the detail PDE level. The manufacturer should review the Manufacturer Reimbursement
Summary Report for the total amount due from the Part D Sponsor. The DETMD also reports
the Reported Gap Discount Current Amount which is the gap discount amount reported on the
most recent version of the disputed PDE and the Reported Gap Discount Previous Amount, the
gap discount reported on the invoice when the PDE was originally disputed. The net payment
reported in the Upheld Dispute Reimbursement Amount is calculated as the Reported Gap
Discount Current Amount minus the Reported Gap Discount Previous Amount.®

Since the BY Closeout Invoice Reports are to ensure Part D Sponsor repayment for upheld
disputes that remain outstanding after 17 quarters and resulted in financial changes, the
Manufacturer will not be responsible for any gap discount payment during the closeout report
invoicing cycle.

5 Health Plan Management System (HPMS) Memo dated May 2, 2016, “Coverage Gap Discount Program Benefit
Year Closeout Invoice Reports”.

6 Health Plan Management System (HPMS) Memo dated May 2, 2016, “Coverage Gap Discount Program Benefit
Year Closeout Invoice Reports”.
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To view all Drug Manufacturer BY Closeout Invoice Reports and File Layouts, access the
Manufacturer BY Closeout Invoice Report Layouts topic on the TPA website as shown in Figure
7.

41.2.3 Manufacturer Reimbursement Detail Spreadsheet

This spreadsheet contains the same information as the Manufacturer Reimbursement Detalil
Report but is in a readable format that can be viewed in Excel. This report is distributed to Drug
manufacturers using the CGDP Portal.

41.2.4 Upheld Disputes Tracking Report

The Upheld Dispute Tracking Report for Manufacturers is a report that will provide the
manufacturer with the status of invoiced PDEs that were disputed and subsequently upheld by
the TPA. The purpose of the report is to inform manufacturers of any adjustment or deletion
activity undertaken by the Part D Sponsor in response to the upheld dispute.

As a reminder, manufacturers should consider that not all adjustments to the PDE record in
response to an upheld dispute will result in a full or even partial reimbursement of the gap
discount to the manufacturer. Part D Sponsors can make changes to both financial and/or non-
financial elements on the PDE record to resolve the issue that led to the successfully disputed
PDE, for example through an adjustment to a field such as Fill Number, Days’ Supply or
Quantity Dispensed on the PDE record. This type of resolution may or may not result in the
manufacturer receiving the gap discount amount back, in full or in part, from the Part D Sponsor.

The Upheld Dispute Tracking Report for Manufacturers consists of five record types.
There are two header records, two trailer records and one detail record:

Upheld Dispute Manufacturer Header (UDTMH)
Upheld Dispute Benefit Year Header (UDTBH)
Upheld Dispute Benefit Year Trailer (UDTBT)
Upheld Dispute Manufacturer Trailer (UDTMT)
Upheld Dispute Tracking Data Record (DETUD)

Each disputed PDE that was subsequently upheld for the benefit year will have a DETUD
record. The upheld dispute will be identified on the DETUD using the Detail Reference Number.
The Detail Reference Number is the same number that appears on the Invoice Data Report and
the Dispute Resolution Reports received each quarter. It is a unique coverage gap reference
number, and it is used to track changes in the PDE record from quarter to quarter.

The DETUD record shows the original PDE data elements reported on the invoice when the
PDE was disputed. The original PDE data elements are described by the term “disputed” in the
field name on the detail record. The DETUD also shows the current PDE data elements as of
the reimbursement report cut-off date to show any changes that have been made to the PDE
since the dispute was upheld. This allows manufacturers to compare the data element at the
time of dispute and the current data element to highlight how the PDE was resolved in response
to the dispute. For example, if a PDE was submitted as a D04 on the basis of Aberrant Quantity
and the Part D Sponsor resubmitted the disputed PDE with an adjustment to Quantity
Dispensed to resolve the issue, the Drug Manufacturer would be able to use the data on the
DETUD to compare the Disputed Quantity Dispensed field, which provides the amount on the
original PDE, to the Current Quantity Dispensed field to identify the change to the PDE that
resulted in the resolution of the issue that led to the Aberrant Quantity dispute. For more
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information on Disputes and Dispute Codes, refer to Figure 47: TPA website — Disputes HPMS
Memo

’\\-\) PALMETTO GBA Home  Archives  ContactUs m—
A TPA Topics ~  Tools ~

Topics | Disputes

+ Disputes Dlsputes
Coverage Gap Discount Pharmaceutical Drug Manufacturers are able to dispute quarterly invoices, as is covered under the
Program Appeals Portal Section V(e) of the Manufacturer Agreement, which states Drug Manufacturers must provide

Manufacturer Dispute supporting evidence that is material, specific and relate to the dispute or issue.

Information The dispute reports that are generated as a result of dispute submissions are available for review and

Sponsor Dispute download in the CGDP Portal by authorized users.

Information The file layouts provided in the Manufacturer Dispute Information and Sponsor Dispute
Information links will provide data on how to read these reports.

Disputes Articles

09/04/2018 Disputes / Sponsor Dispute Information
CGDP Contract Dispute File

ol/29/2015 Dispufes / Manufacturer Dispute informafion
HPMS Memo-Updates to the Medicare Coverage Gap Discount Program Manufacturer
Dispute and Appeals Submission Process
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Table 5, Cross Reference of Dispute to Appeal Codes.

The DETUD also contains a field called Upheld Dispute Status. This field indicates whether it
has been determined that the disputed PDE has been resolved without a financial adjustment,
indicating that the PDE was updated and no other action needs to be taken by the Part D
Sponsor; resolved with a financial adjustment, indicating the resolution resulted in a partial or
full repayment of the gap discount amount to the manufacturer; or remains unresolved.

To view all Drug Manufacturer BY Closeout Invoice Reports and File Layouts, access the
Manufacturer BY Closeout Invoice Report Layouts topic on the TPA website as shown in Figure
7.

41.3 Part D Sponsor BY Closeout Invoice Reports

Part D Sponsors receive both a Contract Reimbursement Summary Report and Contract
Reimbursement Detail Report communicating what they owe to each Drug Manufacturer for the
benefit year closed out. Each participating contract receives a BY Closeout Invoice Report
identifying any gap discounts invoiced in Q17 that were successfully disputed, and for any
successful disputes from previous quarters of the benefit year in which the Part D Sponsor has
only recently corrected.

Using the CGDP Portal, the TPA sends Part D Sponsors all available reports. The formats of
the reports remains unchanged. The TPA also sends an Excel based Reimbursement Detail
Report for enhanced readability via the Portal. All Part D Sponsor reports appear on the Reports
tab of the CGDP Portal for review and download. Part D User Guides for the CGDP Portal are
posted on the TPA website.
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Figure 8: TPA website — Sponsor BY Closeout Report Layouts
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Sponsor Benefit Year (BY) Closeout Invoice Report
Layouts

The BY Closeout invoice report layouts assist Part D Plan Sponsors with understanding the format of
the information provided in the two (2) BY Closeout Invoice Reports.

The Contract Reimbursement Summary Report and the Contract Reimbursement Detail Report
communicate what Part D Plan Sponsors owe to each Pharmaceutical Drug Manufacturer for the
benefit year closed out.

Not all contracts will receive a BY Closeout Invoice Report. These reports are only available to select
Sponsors.

The BY Closeout Invoice Reports provides invoices for a Part D Plan Sponsor to remit payment for any
gap discounts invoiced in Q17 that were successfully disputed and for any successful disputes from
previous quarters of the benefit year in which the Part D Plan Sponsor has only recently corrected.

Sponsor Benefit Year (BY) Closeout Invoice Report Layouts Articles

o5/02/2c16 Contract Reimbursement Detail Report

Contract Reimbursement Summary Report

Last Updated: 06/17/2019

The Part D Sponsor BY Closeout Invoice Reports include:

e Contract Reimbursement Summary Report
e Contract Reimbursement Detail Report (also available in an Excel format)

4.1.3.1

Part D Sponsor Contract Reimbursement Summary Report

The Contract Reimbursement Summary Report consists of five record types.
There are two header records, two trailer records, and one detail record:

Contract Header (TPACH)

Manufacturer Header (TPAMH)

Contract Trailer (TPACT)

Manufacturer Trailer (TPAMT)

Contract Reimbursement Summary Record for the P-Number Total (PTOT)

The Contract Reimbursement Summary Report allows contracts to identify any amounts owed
to the Manufacturer for upheld disputes by Manufacturer P-Number. For the first report,
released in July 2016, the report only includes benefit year 2011 invoiced data. If Part D
Sponsors make further updates to a closed benefit year’s upheld disputes after the release of
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the BY Closeout Invoice Report, those updates will be reflected in the following BY Closeout
Invoice Report which would then include multiple benefit years’ data.

The PTOT record reports the Total Upheld Dispute Reimbursement Amount, the aggregated
amount that the Part D Sponsor owes the Manufacturer for all upheld disputes that are being
reimbursed through the benefit year closeout invoice cycle. The Total Upheld Dispute
Reimbursement Amount is the total amount that the Part D Sponsor is being invoiced for the
specified P-Number. The amount that should be paid for a particular Drug Manufacturer is
found on the TPAMT record along with the EFT ID to be used for reference. The PTOT also
reports the Total Reported Gap Discount Current Amount which is the total gap discount
amounts reported on the most recent versions of the disputed PDEs for the contract and the
Total Reported Gap Discount Previous Amounts, the total gap discounts reported on the invoice
when the PDEs were originally disputed. The net payment reported in the Total Upheld Dispute
Reimbursement Amount is calculated as the Total Reported Gap Discount Current Amount
minus the Total Reported Gap Discount Previous Amount.

To view all Part D Sponsor BY Closeout Invoice Reports and File Layouts, access the Sponsor
BY Closeout Invoice Report Layouts topic on the TPA website as shown in Figure 8.

For a high level overview of the CGDP Portal, refer to 5.5. Training, User Guides, Frequently
Asked Questions (FAQ) and Webinar Information on the TPA website in this guide.

41.3.2 Part D Sponsor Contract Reimbursement Detail Report

The Contract Reimbursement Detail Report will inform the contract of any gap discount
payments to be paid to the manufacturer due to upheld disputes from Q17 or previous quarters.
The Contract Reimbursement Detail Report only reports on upheld disputes in which the action
taken by the Part D Sponsor to resolve the dispute resulted in a partial or full repayment of the
disputed gap discount amount and that gap discount amount has not been previously invoiced
for Part D Sponsor payment to the manufacturer.

The Contract Reimbursement Detail Report consists of seven record types.

There are three header records, three trailer records, and one detail record:

Contract Header (TPACH)

Manufacturer P Number Header (TPAMH)

Benefit Year Specific Header (BYRH)

Benefit Year Specific Trailer (BYRT)

Manufacturer P Number (TPAMT)

Contract Trailer (TPACT)

Contract Reimbursement Detail Record at the PDE Level (DETCD).

Any disputed PDE that meets the criteria stated above to be included in the report will have its
own DETCD record.

The purpose of the DETCD record is to report the Upheld Dispute Reimbursement Amount, the
amount that the Part D Sponsor owes the manufacturer for the upheld dispute. This is the
amount that the Part D Sponsor is being invoiced for and is required to pay the manufacturer
during the benefit year closeout invoicing cycle at the detail PDE level. The Part D Sponsor
should review the Contract Reimbursement Summary Report for the total amount due to the
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manufacturer. The DETCD also reports the Reported Gap Discount Current Amount which is
the gap discount amount reported on the most recent version of the disputed PDE and the
Reported Gap Discount Previous Amount, the gap discount reported on the invoice when the
PDE was originally disputed. The net payment reported in the Upheld Dispute Reimbursement
Amount is calculated as the Reported Gap Discount Current Amount minus the Reported Gap
Discount Previous Amount.

To view all Part D Sponsor BY Closeout Invoice Reports and File Layouts, access the Sponsor
BY Closeout Invoice Report Layouts topic on the TPA website as shown in Figure 8.

41.3.3 Part D Sponsor Contract Reimbursement Detail Spreadsheet

This spreadsheet contains the same information as the Part D Sponsor Contract
Reimbursement Detail Report but is in a readable format that can be viewed in Excel.

To view all Part D Sponsor BY Closeout Reports and File Layouts, access the Sponsor BY
Closeout Invoice Report Layouts topic on the TPA website as shown in Figure 8.
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Payments

5. Payments

5.1 Coverage Gap Discount Program (CGDP) Portal

Effective with the 2015 Q2 invoice, the CGDP Portal is available to Drug Manufacturers and
Part D Sponsors participating in the CGDP and helps to streamline operations of all parties
involved in the CGDP. The primary function of the CGDP Portal is to provide a central repository
for CGDP invoices distributed by the TPA and paid by CGDP patrticipants. All CGDP invoice
payments must be initiated in the CGDP Portal.

5.2 Features of the CGDP Portal

The CGDP Portal provides Drug Manufacturers and Part D Sponsors the ability to perform the
following functions:

e Invoice review

e Invoice selection for payment initiation

e Invoice payment deferment

e Batch Invoice payment selection

e Automatic payment verification

e Payment receipt review

e Invoice dispute filing (Drug Manufacturers only)

e Reports retrieval

e Review submitted dispute files (Drug Manufacturers only)

e Review resolved dispute files

The CGDP Portal allows both Drug Manufacturers and Part D Sponsors the ability to review and
initiate payments for invoice line items, as well as review the payments due. It provides the
ability to initiate bank-to-bank Automated Clearing House (ACH) transfers for invoice line item
payments, similar to the way online banking customers pay monthly bills.

5.3 Drug Manufacturer Overview of the CGDP Portal

The CGDP Portal is designed to assist Drug Manufacturers with processing CGDP payments to
Part D Sponsors as well as perform a variety of other tasks. The Drug Manufacturers Overview
section of this guide provides a high level summary of the portal from a Drug Manufacturers
perspective but is not intended to provide the details necessary to perform day to day
operations.

Technical Guide Version 1.0 42 Coverage Gap Discount Program



Payments

For information on how to access the TPA website and find detailed materials on how to use
each tab within the CGDP Portal, refer to 5.5. Training, User Guides, Frequently Asked
Questions (FAQ) and Webinar Information on the TPA website.

The CGDP Portal for Drug Manufacturers is comprised of tabs including the Home tab,
Payments tab, Completed tab, Receipts tab, Reports tab, Disputes tab, Dispute Builder tab, and
Dispute Submission tab.

Note: Refer to 6.1.2 Overview of the Manufacturers CGDP Portal Disputes Tab for detailed
information on how to use the Disputes tabs.

To log into the CGDP Portal, there are multiple ways to access the web-based application. From
the TPA website, visitors can select the Tools drop down menu and click on the CGDP Portal
link [Item 1] or select the CGDP Portal graphic block [Item 2] as shown in Figure 9.

Figure 9: CGDP Portal Access via the TPA website

: U
(XO PALMETTO GBA Home  Archives Contact Us m

Search for.. n
A TPA Topics ~ | Tools »

CGDP Portal o \
The TPA we!site is !ge gateway to !ge Coverage Gap Discount Program !CGDP!. !!Ee I!IgA is t!e sn'1g!e organization entity respons1!!e !or !ag!ltatmg !Ee

transfer of CGDP funds between Pharmaceutical Drug Manufacturers and Part D Health Plan Sponsors.

Visitors to the website can access information about the CGDP including information regarding invoicing and payment procedures. In addition, users can
access valuable links to CMS instructions and other official resources.

. (Cms e n

Coverage Gap Discount Program

CEIPIR

EMAIL UPDATES

CGDP PORTAL CONTACT US FAQ

DISPUTES IMPORTANT UPDATE CGDP CUTOFF DATES

Q4 2020 MEDICARE CGDP INVOICES & Reporting Period: Q4 2020
RN EORMATION REPORTS ARE AVAILABLE! Invoice Distribution: 1/31/2021

Manufacturers and Part D Sponsors are required to Invoice Payment Deadline: 3/11/2021

INVOICES make all payments via the CGDP Portal. Learn More > Disputes Submission Deadline: 4/2/2021

Learn More >
REFERENCES

The link to access the CGDP Portal without accessing the TPA website is
(https://apps.tpadministrator.com/tpacgdp/LoginPage). The Login screen displays as shown in
Figure 10.
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Figure 10: CGDP Login Screen

PALMETTO GB

A CELERIAM GROUF Y

Welcome

+ This warning banner provides privacy and security notices consistent with applicable federal laws, directives, and other federal
guidance for accessing this Government system, which includes (1) this computer network, (2) all computers connected to this
network, and (3) all devices and storage media attached to this network or to a computer on this networl.

CMS

CENTERS FOR MEIMCARE & MEDICAID SERVICES

* This system is provided for Government—authorized use only.

* Unauthorized or improper use of this system is prohibited and may result in disciplinary action and/or civil and criminal penalties.

* Personal use of social media and networking sites on this system is limited as to not interfere with official work duties and is

subject to monitoring.

= The Government may monitor, record, and audit your system usage, including usage of personal devices and email systems
for official duties or to conduct HHS business. Therefore, you have no reasonable expectation of privacy regarding any
communication or data transiting or stored on this system. At any time, and for any lawful Government purpose, the
government may monitor, intercept, and search and seize any communication or data transiting or stored on this system.

= Any communication or data transiting or stored on this system may be disclosed or used for any lawful Government

purpose,

Refer to the Terms of Use.

Coverage Gap Discount Program

The CGDP Portal will be unavailable for scheduled maintenance Sundays from 5-10pm ET.
Please arrange to submit transactions before or after this scheduled maintenance period.

By using this system, you understand and consent to the following:

User ID: | |

Password: | |

Contact Us | Help

© 2021 PALMETTO GBA, LLC | DISCLAIMER | PRIVACY POLICY | GET ADOBE READER

Enter a valid User ID and Password then select Login.
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You will then receive, via user-designated email, as shown in Figure 11, a multifactor

authentication (MFA) validation token required to gain access to the Portal, which is entered in
the User Validation screen as shown in Figure 12.

Figure 11: TPA CGDP Portal — Portal Authentication Email Example

TPA CGDP Portal - Portal Authentication

45 Reply | % Reply All Forward
° tpa.no.reply@palmettogba.com 2 TRy J ey 7 Forwar

To Authorized User Email Address Thu 2/4/20271 10:11 AM

ftNe received a request for a multifactor authentication token for the Coverage Gap Discount Program Portal. If you did not make this
request, please contact TRA Operations immediately.

If you did make this request, please enter the numeric multifactor authentication token provided when prompted by the Portal after
logging in.

|Y0ur multifactor authentication token is: sz |

| This token will expire Thu Feb 4, 2021 at 10:25:41 AM EST.|

Please contact TPA Operations if you require assistance. As this is an automated message from the TPA CGDP Portal, please do not reply to
this email.

TPA Operations
1-877-534-2772 and select Option 1
tpaoperations@tpadministrator.com

Figure 12: CGDP User Validation Screen

Contact Us | Logout | Help
PALMETTO GB c M s 2/4/2021 10:11 AM Logged on as ##HH#

A CELERIAN GR PANY CENTERS FOR MEIMCARE & MEDICADD SERVICES

Coverage Gap Discount Program

User Validation

Due to system security requirements you will need to enter the multifactor authentication
token that has been sent to your email.

Multifactor Authentication Token: |uuuoo

Latest Multifactor Authentication Token Expiration: February 4, 2021 10:25:41 AM EST.

Validate | | Resend Multifactor Authentication Token

& 2021 PALMETTO GBA, LLC | DISCLAIMER | PRIVACY POLICY | GET ADOBE READER

Once login access is verified and granted, the Home screen displays as shown in Figure 13.
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Figure 13: CGDP Manufacturer Portal Home tab

N Contact Us | My Profile | Logout | Help | Repoerting
PALMETTO GBA c M s 2/4/2021 11:36 AM Logged on as XP#H#H
A CELERIAN GRC CENTERS FOR MEDICARE & MEDICARD SERVICES

Reports Disputes Dispute Builder Dispute Submission

Manufacturer Portal Coverage Gap Discount Program Home =

. Reporting 1-10 out of 10 Welcome to Coverage Gap Discount Portal where
Corporate ID  Invoice Type P Number Period Status you can initiate a payment, check the status of
XP [ALL ~] [ALL V] [l ~] [ALL V] payments and receipt of payments as well as view
your reports.
. Reporting For payment functions, start by selecting a line
Invoice Type EINumber. Period Status Select item from the list to the left of this message.
Quarterly P e 202003 Available
AR B 202002 g¥ailahic Available Invoice is ready for payment initiations
Quarterly B 202000 Available - Failed One or more items has an unsuccessful
Quarterly P 201904 Available O payment attempt
Quarterly P 201003 Available O Incomplete One or more items have not been paid
q e N/A No invoice due for payment. Receipt of
uarterl P 201901 Available
Q Y ) funds due from Manufacturer or Sponsor.
Quarterly b 20280 Avaiible N Pending All line items have been initiated
BY Closeout P e 2018 N/A successfully
Quarterly P 201704 Available O Successful All line items have been paid successfully
Quarterly Pt 201703 Available _

Reporting Periods with no invoice line items

" . P Number Reporting Period
Filter by: |—|ALL - ’J_MLL —

P Number Reporting Period
P#HH 201944 -
P #HEH 201902
P #HEH 201803
P 201802
P #HH 201801 »
n#sws aniwan

Upon entry, Drug Manufacturers have access to the Home tab, Reports tab, and Disputes tabs
(Disputes, Dispute Builder and Dispute Submission).

From the Home tab, Drug Manufacturers can:

e Filter data by Invoice Type, P Number, or Reporting Period to display relevant report
periods and P-Numbers available for selection;
e Quickly review distributed invoices payment status for each P-Number.
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To access all available tabs or functions within the portal, a user must select a distributed
invoice by activating a radio button in the Select column as shown in Figure 14. Once an
invoice is selected, the Payments, Completed and Receipts tabs are available for use.

Figure 14: CGDP Manufactuter Portal Home tab with All Tabs Activated

Contact Us | My Profile | Logout | Help | Reporting
\
PALMETTO GBA C M s 2/4/2021 11:36 AM Logged on as XP####
A CELERIAN GROUP COMPANY CENTERS FOR MEDICARE & MEDICARD SERVICES

Home Payments Completed Receipts Reports Disputes Dispute Builder Dispute Submission

Manufacturer Portal Coverage Gap Discount Program Home =

) Reporting 1-10 out of 10 Welcome to Coverage Gap Discount Portal where
Corporate ID Invoice Type P Number Period Status you can initiate a payment, check the status of
NP [ALL ~| [ALL ] [ALL ~] [ALL ] payments and receipt of payments as well as view
your reports.
. Reporting For payment functions, start by selecting a line
Invoice Type P Number Period Status Select item from the list to the left of this message.
Quarterly P 202003 Available E
Onaitedy, B 2O fyatlable Available Invoice is ready for payment initiations
Quarterly g 20200 Avatlibla - Failed One or more items has an unsuccessful
Quarterly P 201904 Available payment attempt
Quartarly pagss 201903 Available [®)] Incomplete One or more items have not been paid
= N/A No invoice due for payment. Receipt of
Qatedly P 201901 GEailbl funds due from Manufacturer or Sponsor.
Quarterly 2 LI O avallable - Pending All line items have been initiated
BY Closeout P ##E 2018 N/A successfully
Quarterly P 201704 Available O Successful All line items have been paid successfully
Quarterly P##HE 201703 Available 3

Reporting Periods with no invoice line items

: . P Number Reporting Period
Filter by: |—|ALL — H—MU— —

P Number Reporting Period

P A 201944 -
P A 201902

P #HHH 201803

P#HH 201802

P 201801

nwEer aniwen

From the Payments tab, Drug Manufacturers can review and process payment information for
invoice line items by Part D Sponsor Contract Number.

Drug Manufacturers can also:

Process invoice line item payment initiations;

Defer invoice line item payments (when permitted — see Note 1 below);
Submit batch payment initiation text files created with a text editor and;
Process stop payments.

Note 1: Selecting “Defer” is applicable only if the Drug Manufacturer's bank ACH process
prevents payment of invoices that fall below the bank’s minimum ACH processing amount. The
Defer functionality becomes available in the CGDP Portal if the amount listed in the Total Available
field on the Payments tab is less than the Portal’s system-default allowable amount, currently
designated as $20.00 United States Dollar (USD).
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Detailed information and instructions on the defer payment process is available in the CGDP
Manufacturer Portal Payments Users Guide.

An example of the Payments tab is shown in Figure 15.

Figure 15: CGDP Manufacturer Portal Payments tab

\{ Contact Us | My Profile | Logout | Help | Reporting
PALMETTO GBA 2/4/2021 1:57 PM Logged on as XP##HH
A CELERIAN GROUP COMPANY CENTERS FOR MEINCARE & MEDICAID SERVICES -

Home Completed Receipts Reports Disputes

Manufacturer Portal CGDP Payments -

Invoice Reporting Period: 202002  Payments due: 10/10/2020

[ Contract Number: | Al Corporate 1D: XP#H# P Mumber: |P 1-22outof 22 Payment Information
Total Invoiced $33,384.38
O mit 0 Total Failed $0.00
Initiate A Total Current Deferred $0.00
- Previous [
Total P Iy Deferred 0.00
Titeer  HUmiE Deferred Payment Date e Defer Failed EFT ID oL Freviously Belerte ¢
Number Amount T | Payment Total Pending $6,622.04
Amount
0210972021 - = Total Successful £0.00
Llesth F22C00 0D 109 F U CG002H#HHHR Total Available $26,762.34
H $675.84 $0.00  |02/09/2021 = O CEIODZHHR S
02/09/2021 [ -
H $1,121.51 $0.00 109/ d CG00 XA Payment Initiation Upload
H#5#% $2,051.53 $0.00 Invalid Payee Data - TPA Will Advise When Updated CGZ00ZHHHHAH Browse..
H $1,050.67 £$0.00 Invalid Payee Data - TPA Will Advise When Updated CG200 RN
H $151.22 $0.00 02/09/2021 H (| CGR00 2
H ##8# $467.33 $0.00 02/09/2021 i ] CG200Z#HHH#E
H i $468.52 s0.00 |0209/2021 [F O CGI002HRHEERE Error Description
H fais $1,461.54 $0.00 02/09/2021 K O £G2002 RO1 Insufficient Funds
= R0O2 Account Closed
Update all [ l:l—ul Submmit RO3 Unable to Locate Account
Pending Transactions Stop Payment Available Until Approximately 9:00 PM ET 1-5outofs RO4 Invalid Account Number
— = RO5 Unauthorized Corporate Debit
Contract Number Authorization Amt Date Submitted Payment Date Stop Payment ,
RO6 Returned per ODFI's Request
H#HE $2,431.26 02/08/2021 02/08/2021 O i 2t
RO7 Authorization Revoked by Customer
H# $134.57 02/08/2021 02/10/2021 O
O RO8 Payment Stopped
H #HAH $3,115.22 02/08/2021 02/09/2021 ROS Uncollacted Funds
H $25.54 02/08/2021 02/08/2021 O ) )
R10 Customer Advises Not Authorized
H#H $915.45 02/08/2021 02/08/2021 O :
R11 Check Truncation Entry Return
-
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From the Completed tab, Drug Manufacturers can review completed payment information for
invoice line items by Part D Sponsor Contract Number. They can also review the status of

completed payment processing for initiated or deferred payments.

An example of the Completed tab is shown in Figure 16.

Figure 16: CGDP Manufacturer Portal Completed tab

N
PALMETTO GBA M
A CELERIAN GROUP COMPANY CENTER PO MEDICARE & MEDICA SERVIGES

Home Payments Completed Receipts Reports Disputes

Manufacturer Portal CGDP Completed Payments

Invoice Reporting Period: 202002 1

[ Contract Number: Corporate 1D: XP##H# P Number: W 1-3outof3
Contract Number Invoiced Amount Payment Date Status EETID
H#R $2,431.26 02/08/2021 Pending CG2002#5# H#HRF
H#R $25.54 02/08/2021 Pending CG2002#5# HiH#
H#RE $915.45 02/08/2021 Pending CG2002#5# H#H

170 view completed payments for a different reporting period, return to the Home tab and select the radio
button line item that contains the desired reporting period.

Contact Us | My Profile | Logout | Help | Reporting
2/4/2021 1:57 PM Logged on as XP####

Payment Information for PR

Total Invoiced £33,384.38
Total Received $0.00
Total Deferred $0.00
Total Pending $6,622.04
Total Failed $0.00

Total Outstanding $26,762.34

Possible Statuses
Deferred Payer has determined that the
amount owed is below their
bank's ACH minimums
Pending Payer initiation was successful.
The debiting process, holding
peried and crediting process still
remain
Successful Funds should now be available in
the payee's account

© 2021 PALMETTO GBA, LLC | DISCLATMER | PRIVACY POLICY | GET ADOBE READER

Technical Guide Version 1.0 49

Coverage Gap Discount Program



Payments

From the Receipts tab, Drug Manufacturers can review negative invoice line item information for
updated invoiced line items by Part D Sponsor Contract Number. They can also review the
status of payments due from Part D Sponsors.

An example of the Receipts tab for quarterly invoices is shown in Figure 17.

Figure 17: CGDP Manufacturer Portal Receipts tab — Quarterly Reporting Period

5

PALMETTO GBA

Contact Us | My Profile | Logout | Help | Reporting

2/4/2021 1:57 PM Logged on as XP#HEE

CENTERS FOR MEDICARE & MEDICAID SERVICES

Home Payments Completed Receipts Reports Disputes

Manufacturer Portal

Inveice Reporting Period: 202002 1

Contract Number: Corporate ID: XP #### P Number: 1-4outof4 ] Receipt Information for P ##_
Total Owed $2,021.74
Contract Number Invoiced Amount Payment Date Status EFTID iLofallgeceived $2/008 L1
ived Total Deferred £0.00
Hi#HH $94.50 06/06/2020 Rece!ved CG2002 i HigH A Total Pending $0.00
HiHH $4.01 05/25/2020 Receive CG2002 #HHH# HigH Total Outstanding $23.63
H#HH £15.29 06/01/2020 Received CG2002 #HHH HigH
H #6#8 $169.59 06/01/2020 Received CG2002 i H#
H i $355.91 05/31/2020 Received CG2002 ### HiHH .
] Possible Statuses
H##H £22.23 05/02/2020 Receive CG2002 #5## H#RH
Lz ) Failed Debiting of the Payer's account
His §77.21 05/09/2020 Received CG2002 ik or crediting of your account
H#EE $5.82 06/05/2020 Received CG2002 #44% Hi was unsuccessful
Hies $199.85 06/06/2020 Received CG2002 #5455 H#HH Deferred Payer has determined that the
H $301.87 06/06,/2020 Received CG2002 ### Hif amount owed is below their
His 54500  05/24/2020 Received CG2002 #### HE# s st minimums
Hie $112.73 06/01/2020 Received CG2002 ### Hi bty ;‘:;:ehnats getvetlinitiated
HisR $511.82 05/31/2020 Received CG2002 4% His . .
: Pending Payer has initiated payment.
His $81.69 06/01/2020 Received CG2002 # HEst The debiting process, holding
H#s £10.50 05/01/2020 Received CG2002 #HE# H#EH period and crediting process
still remain
170 view receipts for a different reporting period, return to the Home tab and select the radio button line item el Funds glatidinowibe available
y - in your account
that contains the desired reporting period.
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An example of the Receipts tab for BY Closeout invoice is shown in Figure 18.

Figure 18: CGDP Manufacturer Portal Receipts tab — BY Closeout Reporting Period

“

\‘ Contact Us | My Profile | Logout | Help | Reporting
PALMETTO GBA 2/4/2021 1:58 PM Logged on as XP##HH
A CELERIAN GROUP COMPANY CENTERS FOR MEDICARE & MEDICAID SERVICES

Home Payments Completed Receipts Reports Disputes

Manufacturer Portal CGDP Receipts =

Embursement Report Year: 2018 |

[ Contract Mumber: Corporate ID: XP#H# P Mumber: |P#H# ~ 1-4outof4 J Receipt Information for P
Total Owed $392.86
- Total Received £0.00
Contract Number Invoiced Amount Payment Date Status EFTID Total Deferred £0.00
H#H## $43.41 Qutstanding UDZ2018#H%# H #HH# Total Pending 50.00
Rt $90.78 Outstanding UD2018##44 R #HH# Total Qutstanding $302.86
SHHE $61.54 Outstanding UD2018##4¢ S #HH#
SHRE $197.13 Qutstanding UD2018 ### S ###
Possible Statuses
1To view receipts for a different reporting period, return to the Home tab and select the radic button line item Failed  Debiting of the Payer's account
that contains the desired reporting peried. or crediting of your account

was unsuccessful

Deferred Payer has determined that the
amount owed is below their
bank's ACH minimums

Outstanding Payer has not yet initiated

payment

Pending Payer has initiated payment.
The debiting process, holding
period and crediting process
still remain

Received Funds should now be available
in your account
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From the Reports tab, Drug Manufacturers can access six types of reports for distributed
invoices. The six report views available include: Invoice, Data, Tracking, Batch, Sponsor 1099
Information, and Ad Hoc.

Selecting one of these views allows a user to:

Review or download summary Invoice reports;

¢ Review or download invoice detail information of PDE Data combined to create total
invoice line item amounts;

¢ Review or download BY Closeout tracking information regarding the status of all upheld
dispute for closed benefit years;

o Review successful, partial or failed Batch upload files and errors associated with failed
records and;

e Review or download, by text or spreadsheet, Sponsor 1099 Information as the TPA will
no longer distribute EFT files;

e Review requested Invoice or Data reports, via the Ad Hoc functionality, that has been
archived off the CGDP Portal.

An example of the Reports tab is shown in Figure 19.

Figure 19: CGDP Manufacturer Portal Reports tab

N\ Contact Us | My Profile | Logout | Help | Reporting
PALMETTO GBA ‘ M S 2/4/2021 11:36 AM Logged on as XP###HE
A CELERIAN GRO CENTERS FOR MEDICARE & MEDICARD SERVICES

rlome prsputes

Manufacturer Portal CGDP Reports =

Report Type Current Cutoff Calendar
( ® Invoice (O Data O Tracking O Batch O Sponsor 1099 Information O Ad Hoc ] Reporting Period 202003
Invoice Paid By 01/21/2021
Corporate ID P Mumber Reporting Period Invoice Type 1-10 out of 10 Invoice Distribution 01/20/2021
XD e |ALL v‘ |ALL Vl ‘ALL \,‘ Dispute Submission 01/20/2021
Dispute Distribution 01/31/2021
Invoice Type P Number Reporting Period Date Loaded Download File Last Download Date
Quarterly P#EHE 202003 02/02/2021 .
Quarterly P 202002 09/01/2020
Quarterly P 202001 08/11/2020
Quarterly P 201904 08/11/2020
Quarterly P##H 201903 03/06/2020
Quarterly P## 201901 12/16/2019
Quarterly P##H 201804 12/16/2019
BY Closeout P 2018 06/18/2019
Quarterly P 201704 05/02/2019
Quarterly P 201703 04/23/2019
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5.4 Part D Sponsor Overview of the CGDP Portal

The CGDP Portal is designed to assist Part D Sponsors with processing CGDP payments to
Drug Manufacturers as well as perform a variety of other tasks. The Part D Sponsor Overview
section in this guide provides a high level summary of the portal from a Sponsor’s perspective
but is not intended to provide the detail necessary to perform day to day operations.

While it is most typical for Manufacturers to remit invoice amounts to Part D Sponsors, there are
situations that require Part D Sponsors to refund previously paid invoiced amounts back to
Manufacturers. This can occur when a PDE with an invoiced Coverage Gap Discount Amount
from a prior quarter is adjusted or deleted in a future quarterly invoice period.

For information on how to access the TPA website to find detailed materials on how to use each
tab within the CGDP Portal, access 5.5. Training, User Guides, Frequently Asked Questions
(FAQ) and Webinar Information on the TPA website.

The CGDP Portal for Part D Sponsors is comprised of Tabs including the Home tab, Payments
tab, Completed tab, Receipts tab, Reports tab and Disputes tab.

To log into the CGDP Portal, there are multiple ways to access the web-based application. From
the TPA website, visitors can select the Tools drop down menu and click on the CGDP Portal
link [Item 1] or select the CGDP Portal graphic block [Item 2] as shown in Figure 20.
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Figure 20: CGDP Portal Access via the TPA website

\'\ O PALMETTO GBA Home  Archives Contact Us Email Updates

Search for...
A TPA Topics ~ | Tools »
CGDP Portal o

PA website is the gateway to the Coverage Gap Discount Program (CGDP). Tt the single organization entity responsible for facilitating the
transfer of CGDP funds between Pharmaceutical Drug Manufacturers and Part D Health Plan Sponsors.

Visitors to the website can access information about the CGDP including information regarding invoicing and payment procedures. In addition, users can
access valuable links to CMS instructions and other official resources.

CGDP PORTAL

CONTACT US

EMAIL UPDATES FAQ

IMPORTANT TE CGDP CUTOFF DATES

Q4 2020 MEDICARE CGDP INVOICES & Reporting Period: Q4 2020
EEINEORMATION REPORTS ARE AVAILABLE! Invoice Distribution: 1/31/2021

Manufacturers and Part D Sponsors are required to Invoice Payment Deadline: 3/11/2021
INVOICES make all payments via the CGDP Portal. Learn More > Disputes Submission Deadline: 4/2/2021

DISPUTES

Learn More >

REFERENCES

The link to access the CGDP Portal without accessing the TPA website is

(https://apps.tpadministrator.com/tpacgdp/LoginPage). The Login screen displays as shown in
Figure 21.
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Figure 21: CGDP Portal Login screen

PALMETTO GB

A CELERIAM GROUF Y

Welcome

+ This warning banner provides privacy and security notices consistent with applicable federal laws, directives, and other federal
guidance for accessing this Government system, which includes (1) this computer network, (2) all computers connected to this
network, and (3) all devices and storage media attached to this network or to a computer on this networl.

CMS

CENTERS FOR MEIMCARE & MEDICAID SERVICES

* This system is provided for Government—authorized use only.

* Unauthorized or improper use of this system is prohibited and may result in disciplinary action and/or civil and criminal penalties.

* Personal use of social media and networking sites on this system is limited as to not interfere with official work duties and is

subject to monitoring.

= The Government may monitor, record, and audit your system usage, including usage of personal devices and email systems
for official duties or to conduct HHS business. Therefore, you have no reasonable expectation of privacy regarding any
communication or data transiting or stored on this system. At any time, and for any lawful Government purpose, the
government may monitor, intercept, and search and seize any communication or data transiting or stored on this system.

= Any communication or data transiting or stored on this system may be disclosed or used for any lawful Government

purpose,

Refer to the Terms of Use.

Coverage Gap Discount Program

The CGDP Portal will be unavailable for scheduled maintenance Sundays from 5-10pm ET.
Please arrange to submit transactions before or after this scheduled maintenance period.

By using this system, you understand and consent to the following:

User ID: | |

Password: | |

Contact Us | Help

© 2021 PALMETTO GBA, LLC | DISCLAIMER | PRIVACY POLICY | GET ADOBE READER

Enter a valid User ID and Password then select Login.
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You will then receive, via user-designated email, as shown in Figure 22, a MFA validation token

required to gain access to the Portal, which is entered in the User Validation screen as shown in
Figure 23.

Figure 22: TPA CGDP Portal — Portal Authentication Email Example
TPA CGDP Portal - Portal Authentication

45 Reply | % Reply All Forward
° tpa.no.reply@palmettogba.com 2 TRy J ey 7 Forwar

To Authorized User Email Address Thu 2/4/20271 10:11 AM

ftNe received a request for a multifactor authentication token for the Coverage Gap Discount Program Portal. If you did not make this
request, please contact TRA Operations immediately.

If you did make this request, please enter the numeric multifactor authentication token provided when prompted by the Portal after
logging in.

|Y0ur multifactor authentication token is: sz |

| This token will expire Thu Feb 4, 2021 at 10:25:41 AM EST.|

Please contact TPA Operations if you require assistance. As this is an automated message from the TPA CGDP Portal, please do not reply to
this email.

TPA Operations
1-877-534-2772 and select Option 1
tpaoperations@tpadministrator.com

Figure 23: CGDP User Validation screen

™

\v\ Contact Us | Logout | Help
PALMETTO GB c M S 2/4/2021 10:11 AM Logged on as #HE

A CELERIAN GROUP C( ANY CENTERS FOR MECHCARE & MEDICARD SERVICES

Coverage Gap Discount Program

User Validation

Due to system security requirements you will need to enter the multifactor authentication
token that has been sent to your email.

Multifactor Authentication Token: |uuuu

Latest Multifactor Authentication Token Expiration: February 4, 2021 10:25:41 AM EST.

Validate | | Resend Multifactor Authentication Token
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Once login access is verified and granted, the Home screen displays as shown in Figure 24.

Figure 24: CGDP Sponsor Portal Home tab

Q Contact Us | My Profile | Logout | Help | Reporting
PALMETTO GBA CM s 2/10/2021 1:09 PM Logged on as H##HH
A CELERIAN GROUP COMPANY CENTERS FOR MEDICARE & MEDICAR SERVICES.

Home Reports Disputes

Sponsor Portal Coverage Gap Discount Program Home =

Parent Org. i Contract Reporting 1-Soutof8 Welcome to Coverage Gap Discount Portal where
- Inveice Type Number period = you can initiate a payment, check the status of
M [ALL v [ALL V] [202002 ] [ALL V] payments and receipt of payments as well as view
your reports.
. Reporting For payment functions, start by selecting a line
Invoice Type Contract Number Period Status Select item from the list to the left of this message.
Quarterly H# 202002 Available
AUEITEG i 202002 fvailable Available Invoice is ready for payment initiations
Quarterly bkt 202002 duaikble N Failed One or more items has an unsuccessful
Quarterly Hi#HA 202002 Available payment attempt
Quarterly W 202002 Available O Incomplete One or more items have not been paid
Quarterly H 202002 Available N/A Mo invoice due for payment. Receipt of
i - funds due from Manufacturer or Sponsor.
Quarterly bkt 202002 duaikble N pending All line items have been initiated
Quarterly Hi#HA 202002 Available successfully
Successful All line items have been paid successfully

Reporting Periods with no invoice line items

Filter Contract Number Reporting Period
by:

Contract Number Reporting Period
H#s 201944 -
H#R 201902
H#H 201801
H# 201702
H#H 201701 o
wwsss  anizna
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Upon entry, Part D Sponsors have access to the Home tab, Reports tab, and Disputes Tab.
From the Home tab, Sponsors can:

¢ Filter data by Invoice Type, P Number, or Reporting Period to display relevant BY
Closeout or quarterly report periods and Contract Numbers available for selection;
e Quickly review distributed invoice payment status for each Contract Number.
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To access all available tabs or functions within the portal, a user must select a distributed
invoice by activating the radio button in the Select column as shown in Figure 25. Once an
invoice is selected, the Payments, Completed and Receipts tabs are available for viewing.

Figure 25: CGDP Sponsor Portal Home tab — All Tabs Activated

(@)
AN
PALMETTO GBA

Contact Us | My Profile | Logout | Help | Reporting

2/10/2021 1:09 PM Logged on as H#8###

CENTERS FOR MEDHCARE & MEDICARD SERVICES

Home Payments Completed Receipis Reports Disputes

Sponsor Portal Coverage Gap Discount Program Home =

Parent Org. i Contract Reporting 1-Goutofs Welcome to Coverage Gap Discount Portal where
= IR T btz bl Heirs you can initiate a payment, check the status of
[ErTes [ALL v [ALL v [202002 ] [ALL v payments and receipt of payments as well as view
your reports.
. Reporting For payment functions, start by selecting a line
Inyoice Type  Contracl Number Period Status Select item from the list to the left of this message.
Quarterly Ha 202002 Available
CUERET I3 212002 gvallable L:J Available Invoice is ready for payment initiations
Quarterly b # 202002 Available Failed One or more items has an unsuccessful
Quarterly H#s 202002 Available payment attempt
Quarterly Hikit 202002 Available Q Incomplete One or more items have not been paid
- N/A Mo invoice due for payment. Receipt of
rterl HiR 202002 Availabl o)
Quarterly varane - funds due from Manufacturer or Sponsor.
Quarterly b2 i 20200 uallzhle Pending All line items have been initiated
Quarterly Hit 202002 Available (@] successfully
Successful All line items have been paid successfully

Reporting Periods with no invoice line items

Filter Contract Number Reporting Period
by:

Contract Number Reporting Period
H s 201944 -
H#R 201902
H #rtt 201801
H#HnE 201702
H#hsE 201701 B
e An1zna
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From the Payments tab, Part D Sponsors can review and process payment information for
invoice line items by Manufacturer P-Number.

Part D Sponsors can also:

Process invoice line item payment initiations;

Defer invoice line item payments (when permitted — see Note 1 below);
Submit batch payment initiation text files created with a text editor and,;
Process stop payments.

Note 1: Selecting “Defer” is applicable only if the Part D Sponsor’s bank ACH process prevents
payment of invoices that fall below the bank’s minimum ACH processing amount. The Defer
functionality becomes available in the CGDP Portal if the amount listed in the Total Available
field on the Payments tab is less than the Portal’s system-default allowable amount, currently
designated as $20.00 USD.

Detailed information and instructions on the defer payment process is available in the CGDP
Sponsor Portal Payments Users Guide.

An example of the Payments tab is shown in Figure 26.

Figure 26: CGDP Sponsor Portal Payments tab — Quarterly Reporting Period

NG Contact Us | My Profile | Logout | Help | Reporting

‘ ; . -

PALMETTO GBA M S 2/10/2021 1:08 PM Logaed on as Hi#HH
A CELERIAN GRE (CENTERS FOR MEDICARE & MEDICAID SERVICES

Home Completed Receipts Reports Disputes

Sponsor Portal CGDP Payments -

Inveice Reporting Period: 202002  Payments due: 10/10/2020

P Number: Parent Org. ID: H### Contract Number: 1-6outof6& ] Payment Information
Total Invoiced $4,959.73
Total Failed $0.00
- L nitiate Al Total Current Deferred $0.00
P Number v oiced f):::ror:s Payment Date niHate Defer Failed EFT ID Total Previously Deferred $0.00
Amount T4 Nt Payment Total Pending $3,721.10
P $268.00 $0.00  Invalid Payee Data - TPA Will Advise When Updated 002 Total Successful $0.00
D £7.46 SUT00 —u O TR Total Available $1,238.63
P $67.46 $0.00 2102021 [ O CE00HHH R
pawy $836.17 so.00  [02102021 [ O CG002H IR Payment Initiation Upload
P 523.89 50.00 027102021 [ O CE00HH IR .
Pt $35.65 s0.00  [oznogozn [ O CezoZ R
Update all [] l:r_“‘ Submit
Pending Transactions Stop Payment Available Until Approximately 9:00 PM ET 1-3outof3 Error Description
P Number Authorization Amt  Date Submitted Payment Date Stop Payment RO1 Insufficient Funds
P $10.38 02/10/2021 02/10/2021 O RO2 Account Closed
P ## $9.27 02/10/2021 02/10/2021 O RO3 Unable to Locate Account
P $3,701.45 02/10/2021 02/12/2021 O RO4 Invalid Account Number
ROS Unauthorized Corporate Debit
Stop Paymeni(s) RO6 Returned per ODFI's Request
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An example of the Payments tab for the BY Closeout reporting period is shown in Figure 27.

Figure 27: CGDP Sponsor Portal Payment tab — BY Closeout Reporting Period

N
PALMETTO GBA @ S

reme Completed

CGDP Payments

Receipts Reports

Sponsor Portal

Disputes

I Reimbursement Report Year: 2019

Payments due: 08/23/2019 |

Contact Us | My Profile | Logout | Help | Reporting

2/10/2021 1:09 PM Logaed on as H##HAE

P Number: Parent Org. ID: H### - Contract Number: 1-1loutofl
[ Initiate All
< Previous e
P Number Anvoiced Deferred Payment Date LOIEETE Defer Failed EFT ID
Amount 1 | Payment
Amount
P $2,733.56 $0.00 02/10/2021  f= B

update s 1 A

Pending Transactions sStep Payment Availsble Uniil Approximately 9:00 PM ET

UD201 SRR

Payment Information

Total Invoiced $2,733.56

Total Failed $0.00

Total Current Deferred $0.00
Total Previously Deferred $0.00
Total Pending $0.00

Total Successful $0.00

Total Available $2,733.56

P Number Date Submitted

There are no pending transactions at this time.

Authorization Amt

Payment Date

Stop Payment

Error Description

RO1 Insufficient Funds

RO2 Account Closed

RO3 Unable to Locate Account
RO4 Invalid Account Number

ROS Unauthorized Corporate Debit
RO6 Returned per ODFI's Request
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From the Completed tab, Part D Sponsors can review completed payment information for
invoice line items by Manufacturer P-Number. They can also review the status of completed
payment processing for initiated or deferred payments.

An example of the Completed tab for quarterly invoices is shown in Figure 28.
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Figure 28: CGDP Sponsor Portal Completed tab — Quarterly Reporting Period

\f_' Contact Us | My Profile | Logout | Help | Reporting

PALMETTO GBA 2/11/2021 8:15 AM Logged on as H####

IMPANY CENTERS FOR MEDICARE & MEDICAID SERVICES

Home Payments - Receipts Reports Disputes

Sponsor Portal CGDP Completed Payments -

|[nvuice Rgpurtinq Period: 202002 1|

[ P Number: Parent Org. ID: H# Contract Number: 1-2outof 2 J Payment Information for H####
Total Invoiced $4,959.73
- Total Received $0.00
P Number Invoiced Amount Payment Date Status EFTID Total Deferred £0.00
PR $10.38 02/10/2021 Pending CG2002#H# HiE Total Pending $3,721.10
PR £9.27 02/10/2021 Pending CG2002 #iHH HFEE Total Failed $0.00
Total Qutstanding $1,238.63

170 view completed payments for a different reporting period, return ta the Home tab and select the radio
button line item that contains the desired reporting period. Possible Statuses

Deferred Payer has determined that the
amount owed is below their
bank's ACH minimums

Pending Payer initiation was successful.
The debiting process, holding
period and crediting process still
remain

Successful Funds should now be available in
the payee's account
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An example of the Completed tab for BY Closeout invoices is shown in Figure 29.

Figure 29: CGDP Sponsor Portal Completed tab — BY Closeout Reporting Period

\{. Contact Us | My Profile | Logout | Help | Reporting

PALMETTO GBA 2/10/2021 1:09 PM Logqged on as H##H##

AN GRC c v CENTERS FOR MEDICARE & MEDICAID SERVICES

Home Payments Receipts Reports Disputes

Sponsor Portal CGDP Completed Payments =

| Reimbursement Renort H 1

[ P Number: Parent Org. ID: H#### Contract Number: 1-1louto Payment Information for H0524
Total Invoiced £2.733.56
Total Received $0.00

P Number Invoiced Amount Payment Date Status EFTID

- Total Deferred $0.00
P#ER $2,733.56 02/10/2021 Pending UD2019##% H#EH# Total Pending $2,733.56
Total Failed $0.00
170 view completed payments for a different reporting period, return to the Home tab and selact the radio Total Outstanding $0.00

button line item that contains the desired reporting period.

Possible Statuses
Deferred Payer has determined that the
amount owed is below their
bank's ACH minimums
Pending Payer initiation was successful.
The debiting process, holding
period and crediting process still
remain
Successful Funds should now be available in
the payee's account
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From the Receipts tab, Part D Sponsors have the ability to view the status of invoice line item
information for updated invoiced line items by Manufacturer P-Number. They can also review
the status of payments due from Drug Manufacturers.

An example of the Receipts tab is shown in Figure 30.

Figure 30: CGDP Sponsor Portal Receipts tab

\f_ Contact Us | My Profile | Logout | Help | Reporting
PALMETTO GBA 2/10/2021 1:09 PM Logaed on as H##H#H
A CELERIAN GROUP COMPANY CENTERS FOR MEDICARE & MEDICAID SERVICES.

Home Payments Completed Reports Disputes

Sponsor Portal CGDP Receipts =

Inveice Reporting Period: 201904 1

Parent Org. ID: H#### Contract Number: | H### O 1- 99 out of 169 ] Receipt Information for H##
Total Owed $37,500,158.55
- Total Received $27.25
P Number Invoiced Amount Payment Date Status EFTID Total Deferred $0.00
PR $2,339,811.02 Outstanding CG1o04## Hase Total Pending $0.00
PHiHHE $754,419.14 Outstanding CG1904#HE H #HiHF Total Outstanding $37,500,131.30
Pir $1,210,705.70 Outstanding CG1904##H H #HHF
PR $119,889.96 Outstanding CG1904#HE H #H
P $1,762,513.79 Outstanding CG1o09#5% Him Possible Statuses
L BRI CuiaTiiey GO ) 55 Failed Debiting of the Payer's account
Pase $4,383.07 Outstanding CG1904# H s or crediting of your account
PHiHHE $2,195,438.18 Outstanding CG1904#HEF H #HE was unsuccessful
Pt $1,648,811.61 Outstanding CG1904#5m Hibm Deferred Payer has determined that the
pass $2,950.65 Outstanding CG1004 8 H s amount owed is below thair
[ $24,229.58 Outstanding CG10048s Hans et G i mums
P $198,245.36 Outstanding CG1904st# Hats FUEETINE Ei;‘::ehnats giciivatiinitiatad
P $2,355.76 Outstanding CG1904#4H# Hiti Pending Payer has initiated payment.
p $26,209.73 Outstanding CG1004 8 H The debiting process, holding
P $27.25 08/17/2020 Received CG1904##HE H it period and crediting process
still remain
1To view receipts for a different reporting period, return to the Home tab and select the radio button line item Eceivad i:u ;ng:g&!i :tow ERxallabla
that contains the desired reporting period.
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Finally, from the Reports tab, Part D Sponsors can access six types of reports. The six report
views available for display or download include: Invoice, Data, Tracking, Batch, Manufacturer
1099 Information, and Ad Hoc.

Selecting one of these views allows a user to:

Review or download summary Invoice reports;

o Review or download invoice detail Data reports of PDE Data combined to create total
invoice line item amounts

o Review historical benefit year Tracking detail reports by contract;
Review successful, partial or failed Batch file uploads and errors associated with failed
records and;

e Review, by text or spreadsheet, Manufacturer 1099 Information;

o Review requested Invoice, Data, or Tracking reports, via the Ad Hoc functionality, that
has been archived off the CGDP Portal.

An example of the Reports tab is shown in Figure 31.

Figure 31: CGDP Sponsor Portal Reports tab

N Contact Us | My Profile | Logout | Help | Reporting
PALMETTO GBA ‘ M S 2/10/2021 1:09 PM Logaed on as H##HH
A CELERIAN GROUP COMPANY CENTERS FOR MEDICARE & MEDICARD SERVICES

Sponsor Portal CGDP Reports =

Current Cutoff Calendar

Report Type
( Invoice ) Data (O Tracking O Batch O Manufacturer 1099 Information ) Ad Hoc ] Reporting Period 202003
Invoice Paid By 01/21/2021
Parent Org. ID  Contract Number Reporting Period Invoice Type 1-13outof 13 Invoice Distribution 01/20/2021
- |HW Vl |ALL v‘ ‘ALL "l Dispute Submission 01/20/2021
Dispute Distribution 01/31/2021
Invoice Type Contract Number Reporting Period Date Loaded Download File Last Download Date
Quarterly H#gss 202002 02/02/2021 &) 02/10/2021 @ 3:35 PM
Quarterly H #A 202002 01/20/2021
Quarterly H # 202001 08/11/2020
Quarterly H##H 201904 08/11/2020
Quarterly Has 201903 03/06/2020
Quarterly H #r 201901 12/16/2019
BY Closeout Hase 2019 12/16/2019 02/10/2021 @ 3:36 PM
Quarterly Hasa 201804 12/16/2019 .
Quarterly Hit 201802 11/07/2019
Quarterly Hiest 201802 11/07/2019
BY Closeout H &R 2018 06/18/2019
Quarterly H #r 201704 05/02/2019
Quarterly H##H 201703 04/23/2019
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5.5 Training, User Guides, Frequently Asked Questions (FAQ) and
Webinar Information on the TPA website

User guides for both the Drug Manufacturers and Part D Sponsors CGDP Portal are available
on the TPA website under the References topic as shown in Figure 32 and Figure 33.

These user guides provide information on the functions available in the CGDP Portal as well as
task based instructions for performing payment and receipt processing and report retrieval.

Figure 32: TPA website — CGDP Manufacturer Portal Users Guides

e
) PALMETTO GBA Home Archives Contact Us Email Updates
A TPA Topics ~  Tools ~ n

|Topics References | CGDP Manufacturer Portal Users Guides |

References CGDP Manufacturer Portal Users Guides
Calculation Guidance The CGDP Manufacturer Portal Users Guides provide information on the functions available in the
CGDP Portal as well as task based instructions for performing payment and receipt processing and
» CGDP Manufacturer Portal . P & paym Pty &
Users Guides report retrieval.

The four (4) topic-specific guides tailored to Pharmaceutical Drug Manufacturers are Disputes,

CGDP Sponsor Portal ] )

Users Guides Introduction and Login to CGDP Portal, Payments, and Reports.
Medicare Card Project

Overpunch Character Map

Part D Information CGDP Manufacturer Portal Users Guides Articles

10/02/2020 CGDP Manufacturer Portal Payments Users Guide

02/29/2020 CGDP Manufacturer Portal Disputes Users Guide
CGDP Manufacturer Portal Introduction and Login Users Guide|
CGDP Manufacturer Portal Reports Users Guide

Last Updated: 06/17/2009

Technical Guide Version 1.0 64 Coverage Gap Discount Program


https://www.tpadministrator.com/internet/tpaw3.nsf/DID/5KGY1ZC99G

Payments

Figure 33: TPA website — CGDP Sponsor Portal Users Guides

’\\’Q PALMETTO GBA

References

Calculation Guidance

CGDP Manufacturer Portal
Users Guides

CGDP Sponsor Portal
Users Guides

Medicare Card Project
Overpunch Character Map

Part D Information

A TrPA Topics ~  Tools ~

Topics | References /| CGDP Sponsor Portal Users Guides

Home Archives Contact Us Email Updates

CGDP Sponsor Portal Users Guides

The CGDP Sponsor Portal Users Guides provide information on the functions available in the CGDP
Portal as well as task based instructions for performing payment and receipt processing and report
retrieval.

There are four (4) topic-specific guides tailored to Part D Plan Sponsors: Disputes, Introduction and
Login to CGDP Portal, Payments and Reports.

CGDP Sponsor Portal Users Guides Articles

10/02/2020 CGDP Sponsor Portal Payments Users Guide

od/z9r2020 CGDP Sponsor Portal Disputes Users Guide
CGDP Sponsor Portal Introduction and Login Users Guide
CGDP Sponsor Portal Reports Users Guide

Last Updated: o8/o6/2019

CMS encourages CGDP participants to review the Frequently Asked Questions (FAQ) Error!
Reference source not found.located on the TPA website as shown in Figure 35. Figure 34
shows the two links available to access the Frequently Asked Questions (FAQ); the FAQ
graphic block (Item 1) and the Frequently Asked Questions (FAQ) topic (Iltem 2).
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Figure 34: TPA website — Frequently Asked Questions (FAQ) links

’\BC ?AL,M,E,TTO GB.A

A TPA Topics »

Tools ~

CGDP Calendars
CGDP Portal
CGDP Reconciliation

Disputes

Home  Archives Contact Us Email Updates
Search for...

EFT Information References
| Frequently Asked Questions (FAQ) I Training
Invoices

ListServ Announcements
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Figure 35: TPA website — Frequently Asked Questions (FAQ)
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Frequently Asked Questions (FAQ)

The Frequently Asked Questions (FAQ) lists questions and corresponding answers collected from TPA

Operation calls.

These FAQs provide a quick reference for the most asked questions regarding the CGDP Portal and the

information provided on the TPAdministrator.com website.

Frequently Asked Questions (FAQ) Articles |

05/03/2016

05/02/2016

04/19/2016

08/17/2015

Frequently Asked Questions (FAG) / Benefit Year (BY) Closeout
Will the Benefit Year Closeout invoices always involve payments from Sponsors to
Manufacturers?

Frequently Asked Questions (FAG) / Disputes

Does the new Dispute Management functionality allow more than one Reason Code per
line?

How will I provide supporting documentation with the new Dispute Management
functionality?

1 still have outstanding adjustments for upheld Disputes which have not been paid by
Sponsors. How should this be handled?

Why have my disputed items never been upheld? I am aware of the Appeals process but I
would like to discuss this issue with someone.

Will the new Dispute Management functionality assist me in selecting which line items
to Dispute?

Will the new Dispute Management functionality check submissions when the D14
Reason Code is used?

With the introduction of the new Dispute Management functionality, will
Manufacturers be required to use the new Dispute Builder to create and submit
Disputes?

Frequently Asked Questions (FAQ) / System Access Information
How Can I Update My Contact Information In HPMS?

Frequently Asked Questions (FAQ) / Bank Account Information

Can I use a bank account for sending payments which is different from the account
receiving payments?

How can the user reset their ProfitStars password?

How is the bank account EFT information verified?

How will the 1099 submission process change for my company with the new Direct
Payment Process?

I completed an EFT form only a few months ago - why do I need to complete a new one?

Show All

Last Updated: 06/26/2019

Note: The FAQ document is updated as additional questions are addressed.
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In addition to user guides and FAQs, archived webinar training slides are available to both Drug
Manufacturers and Part D Sponsors highlighting important activities available within the DPP.
These slides are available on the TPA website under the Archives Training topic as shown in
Figure 36.

Figure 36: TPA website — Webinar Information
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* Training Training
Onboarding Access archived onboarding training for Pharmaceutical Drug Manufacturers and Part D Plan Sponsors as well as
Training prior webinar slide presentations previously posted on the TPA website.
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Current documentation can be located under the Training topic.
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Training Articles

ois/zore  Manufacturer CGDP Onboarding Training
Sponsor CGDP Onboarding Training

oros/zone  CGDP Onboarding Training Slides for Manufacturers
CGDP Onboarding Training Slides for Sponsors

12/13/2016  Slides-December 2016

oan3/2o16 Slides - April 2016

n/zs/zo1s  Slides-November 2015

os/m/zors  Sponsor DPP Training Slides
05/04/2015 Manufacturer DPP Training Slides

oz/23/2015 Slides - February 25, 2015

Show All

Last Updated: o6/25/2019
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6. Disputes and Appeals

6.1 Dispute Process Defined

In accordance with section 1860D-14A(c)(1)(A)(vii) of the Act and section V of the Medicare
CGDP Agreement (the Agreement), CMS is required to provide a reasonable mechanism for
Drug Manufacturers to resolve disputes involving the discounts provided under the CGDP.

PDEs accepted from Part D Sponsors are saved after data edits are applied upon initial PDE
processing. There are over 200 PDE edits in place. These include many different edits focused
exclusively on the CGDP. In addition to the substantive editing process, PDEs with coverage
gap amounts are subject to further data analysis by CMS before they are used to generate
invoices to Drug Manufacturers for the CGDP.

Receipt of the invoice is considered the date that the Data Invoice Report is available to the
Manufacturer on the CGDP Portal and notification is sent to all manufacturers and Part D
Sponsors via subscription-based email distribution lists. This is typically the date published on
the CGDP Calendar. Drug Manufacturers must explain why they believe the invoiced coverage
gap discount amount is in error.

Dispute Submission files are processed in the CGDP Portal during the allowed submission
timeframe by the TPA and validated in two phases. Manufacturers are able to utilize the Dispute
Builder functionality to assist in creation of dispute files from data files received for the current
invoicing period. Disputes are submitted in the CGDP Portal utilizing the Dispute Submission
tab. The Dispute Submission tab allows manufacturers to submit dispute files created using the
Dispute Builder tab functionality or to create and upload manual dispute files from data files
received for the current invoicing period.

Dispute files undergo system verification via the TPA edit programs to provide CMS with
“Passed” system file edit disputes. Initial validation edits of disputes occur in the Dispute Builder
during dispute file creation to validate that correct data elements have been included in the files.
This validation also occurs during the upload process when manual disputes are loaded to the
Dispute Submission page. Disputes receive a “Passed” or “Failed” status. Disputes that receive
a status of “Passed” are forwarded to DDPS for additional edits. “Failed” disputes require
Manufacturer review and re-submission. Dispute files can only be submitted during the dispute
submission period, as noted by the Medicare Part D Coverage Gap Discount Program (CGDP)
Calendar, and will undergo validation prior to the daily cutoff window of 4:00 pm ET.
Submissions are required to contain data for one P Number only. Dispute files with multiple P
Number data will be rejected. Only one dispute file, per P Number, can receive a “Passed”
status within a specific daily cutoff window. Additional submissions of the dispute files within the
daily cutoff window for the same P Number will result in a “Failed” status.

The second validation involves checking the content of the dispute(s) by DDPS. This validation
is run once each evening.

A Dispute Return File is sent back to the Drug Manufacturer with an indication of the records
that were “Accepted” (for example: those records that passed the second dispute editing and
are being considered), and the records that were “Rejected” as they failed second dispute
editing. Manufacturers utilize the Disputes tab in the CGDP Portal to review Dispute Return
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reports, located in the Return File region, after submitting them for review. Dispute Return
reports are available by 9:30 a.m. ET the following business day.

Manufacturers are also able to review Dispute Resolution reports on a quarterly basis, located
in the Resolution File region of the Disputes tab, after disputes have been reviewed and
determinations processed on the available data provided. Statuses for resolution reports can be
“Upheld” or “Denied”.

Note: All distributed invoices must be paid to the Part D Sponsor by the payment due date, as
noted by the Medicare Part D Coverage Gap Discount Program (CGDP) Calendar, even if the
invoice is going to be disputed by the Drug Manufacturer. Disputes can then be processed to
review the invoice for why the manufacturer believes the invoiced coverage gap discount
amount is in error.

Detailed information and instructions on how to view, build, and upload dispute files and reports
is available in the CGDP Manufacturer Portal Disputes Users Guide. Note: A dispute that has
been “Rejected” may be corrected and re-submitted. A dispute that has been “Accepted” should
not be resubmitted. If it is, the second submission will be rejected.

To view the most recent list of dispute reason codes, access Dispute Reasons for a full list of
approved codes and recent updates in the CGDP Manufacturer Portal Disputes Users Guide on
the TPA website .

Refer to 8. Sample Reports and Disputes for links to file layouts on the TPA website.

6.1.1  Manufacturer Dispute Process

The right for Drug Manufacturers to dispute Quarterly Invoice Reports is covered under the
CGDP Agreement. Section V(e) of the Manufacturer Agreement states Drug Manufacturers
must provide supporting evidence that is material, specific, and related to the dispute or issue.

Drug Manufacturers can create disputes within 60 days of receipt of the Quarterly Invoice
Report using the CGDP Portal Dispute Builder or they can electronically submit any disputes
created manually using the Manufacturer Dispute Submission File format provided by the TPA.
Drug Manufacturers must provide an explanation as to why they believe that the invoiced
coverage gap discount amount is in error.

Prior to filing a dispute, Drug Manufacturers should consider that CMS has already performed
extensive editing on PDE records and conducted outlier analysis to check for duplicates,
applicable NDCs and incorrect coverage gap discount calculations, prior to invoicing.

Note: Drug Manufacturers may only choose one dispute reason per invoiced PDE.
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See Figure 37 for a high level overview of the Dispute Process Flow.

Figure 37: Dispute Process Flow

- Manufacturer conducts Manufacturer .
Manufacturer receives . . . TPA performs analysis based
. —»| analysis to determine PDEs sends Dispute )
CGDP Invoice . ) on dispute reason codes
to dispute File to TPA

+ TPA generates dispute reports
.| TPA upholds or denies to Manufacturers and to
each dispute Part D Sponsors

TPA makes final decision

h 4

v

Dispute
denied by

Mo TPA analyzes Part D Sponsor l
pr ERT R T Part D Sponsor provides
? responses
Part D Sponsor provides _ + .
- ™,

from Part D
Sponsor?

responses

I:\ Dispute Process End

)

Part D Data Analysis Contractor posts
Yes—— disputes requiring additional information
to the PDE Analysis portal

6.1.2  Overview of the Manufacturer CGDP Portal Disputes Tab

As previously noted in 5.3. Drug Manufacturer Overview of the CGDP Portal, Drug
Manufacturers can use the portal to review reports of submitted invoice line item disputes.

The Disputes tab allows manufacturers to view Return and Resolution dispute reports.
Manufacturers submit disputes for PDE files included in quarterly invoices that may be incorrect
and require review by CMS. TPA receives dispute files and performs multiple validations prior to
final submission to CMS.

From the Disputes tab, Drug Manufacturers can also:

e Search data listed by the defaulted Drug Manufacturer Corporate ID;

e View specific quarter cutoff dates, in a MM/DD/YYYY format, for the most recent quarter.
The current quarter date displays in the title bar of the region, in parentheses, displayed
in YYYYMM format;

o View Accepted (validated) and Rejected (invalidated) dispute return files for specific
reporting periods, and;

¢ View Upheld (approved) and Denied dispute return files for specific reporting periods.

An example of the CGDP Manufacturer Portal Disputes tab is shown in Figure 38.
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Figure 38: CGDP Manufacturer Portal Disputes tab
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Detailed information and instructions on how to view, build, and upload dispute files and reports
is available in the CGDP Manufacturer Portal Disputes Users Guide.

For more information on how to access the TPA website and for detailed training and slides on
how to use each tab within the CGDP Portal including the Disputes tab, access 5.5. Training,
User Guides, Frequently Asked Questions (FAQ) and Webinar Information on the TPA website.

6.1.3  Part D Sponsor Role in the Dispute Process

Once the Dispute Submission deadline has passed, all disputes go through an initial analysis.
Disputes that are not denied by rule are reviewed for potential posting on the PDE Analysis
website to acquire additional information from the Part D Sponsors as described in 6.1.4
Dispute Resolution Process. Part D Sponsors must respond to the disputed PDEs within ten
calendar days of being posted. The Part D Sponsor must provide the status of the PDE for each
invoice number and an explanation of the selected status using the Dispute Response Form. If
the PDE requires an adjustment or deletion, the Part D Sponsor reports the date of action by
which the PDE will be adjusted or deleted through a submission to DDPS.

6.1.4  Dispute Resolution Process

The TPA has 60 days to make a determination of any accepted disputes. They can either
uphold the dispute in favor of the Drug Manufacturer or deny the dispute.
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Drug Manufacturers are able to review the Dispute Resolution Report, in the CGDP Portal
Disputes tab in the Resolution File region, containing a list of all “Accepted” disputes (those that
passed dispute edits) for the most recently completed Quarterly Invoice Reporting period. This
report also includes the TPA decisions: “Upheld” or “Denied”.

Note: The Dispute Resolution Report TPAMH record “FILLER?” field definition contains the
following text, notifying Drug Manufacturers on how to proceed with the Appeals process should
they disagree with a Dispute decision (specifically a dispute that was “Denied”).

“This file includes the resolution of a dispute previously filed. If the Dispute Disposition
field indicates that the TPA upheld the dispute, there will be an adjustment on a future
invoice; if the required action taken by the sponsor results in an adjustment to the
reported gap discount field.

A manufacturer may appeal a denied dispute to the Independent Review Entity (IRE)
within 30 calendar days of distribution of the dispute resolution file. A link to the IRE can
be found on the CMS Manufacturer’s page at http://www.cms.gov/Medicare/Prescription-
Drug-Coverage/PrescriptionDrugCovGenlin/Pharma.html under “Related Links”.

When a dispute has been upheld, the Part D Sponsor that submitted the successfully disputed
PDE has 90 days upon discovery (the date the Dispute Disposition Report is received) to submit
a corrected PDE to CMS. The Dispute Disposition Report contains a listing of all “Accepted”
Manufacturer Disputes (those that passed Dispute Edits) for the most recently completed
Quarterly Invoice Report period, along with the TPA decisions: “Upheld” or “Denied”.

An example of the CGDP Sponsor Portal Disputes tab is shown in Figure 39.

Figure 39: CGDP Sponsor Portal Disputes tab
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Note: Part D Sponsors are obligated to fix the invalid data that caused the dispute. They can
adjust financial or non-financial fields to correct the disputed data. The Reported Coverage Gap
Discount amount may or may not change due to an “Upheld” dispute status.

For a list of File Layouts, access the Disputes topic on the TPA website.

6.2 Appeals

Drug Manufacturers may appeal disputes to the IRE that were:
e Initially submitted but received a timely unfavorable determination or,

e Not resolved within 60 days of submission.

CMS oversees the IRE to ensure it makes determinations in accordance with statutory,
regulatory, and CMS requirements but otherwise, CMS does not intervene in specific IRE
determinations. If a Drug Manufacturer receives an unfavorable determination by the IRE, the
Drug Manufacturer may request review of the IRE determination by the CMS Administrator.

The Dispute / Appeal process consists of three steps to address invoice charges where the
Drug Manufacturer disagrees with information contained on a PDE.

o Step 1 — Drug Manufacturer files dispute(s) to invoiced PDEs. The dispute(s) for specific
invoiced item(s) are submitted to the TPA within 60 days as previously described in 6.1.1
Manufacturer Dispute Process.

e Step 2 —If any of the invoice disputes are denied or a response is not received within 60
days, the Drug Manufacturer may request an appeal to the IRE within the earlier of 30
calendar days of an unfavorable determination or 60 calendar days after the submission
of the initial request for dispute, if the Drug Manufacturer does not receive a timely
determination by the TPA”.

e Step 3 — Should the IRE deny the appeal, the final step for a Drug Manufacturer to
request that a disputed invoice item be reversed is to appeal to the CMS Administrator.

6.2.1  Manufacturer Appeal Process

Drug Manufacturers may appeal an unfavorable dispute determination to the IRE if they, in good
faith, continue to believe that disputed coverage gap discount payments are in error.

Therefore:

e Drug Manufacturer appeals must demonstrate why they believe the disputed coverage
gap discount payment is in error in order for the IRE to further review and validate a
disputed coverage gap discount payment.

7 Medicare Coverage Gap Discount Program, 42 CFR 423.2330 (2012).
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e A coverage gap discount payment is in error only if it is not accurately calculated or if it is
not calculated based upon accurate data that represents the dispensing event that
occurred.

e [tis not an error if the coverage gap discount payment is accurately calculated based
upon accurate data for dispensing events that actually occurred, even if the amount
calculated appears to indicate that the dispensing event may not have been clinically
appropriate.

e Drug Manufacturers need to explain why the unfavorable dispute determination was
wrong and why the information provided with the original dispute demonstrates that a
coverage gap discount payment is likely in error.

e Supporting evidence on appeal is limited to information submitted with the original
dispute, unless additional information is requested by the IRE.

¢ In making the decision to appeal, Drug Manufacturers should remember and consider
that CMS already performed extensive editing on PDE records, and conducts outlier
analysis that checks for duplicates, applicable NDCs, and incorrect coverage gap
discount calculations, prior to invoicing.

e The IRE may take into consideration previous CMS analysis and reviews performed
before or during the resolution of the initial dispute when making an appeal
determination.

For key dates and deadlines related to Dispute and Appeals by Drug Manufacturers for the
current calendar year, refer to the Medicare Part D Coverage Gap Discount Program (CGDP)
Calendar on the TPA website.

Note: These dates may be subject to change or delays. It is recommended that Drug
Manufacturers and Part D Sponsors access the Medicare Part D Coverage Gap Discount
Program (CGDP) Calendar on the TPA website to verify dates.

6.21.1  Appeals Processing

To initiate an appeal to the IRE, access the Coverage Gap Discount Program Appeals Portal.
The Appeals portal is located under the Disputes topic on the TPA website as shown in Figure
40 or by accessing the IRE website as shown in Figure 41. Both links will direct you to the
same location.

Technical Guide Version 1.0 75 Coverage Gap Discount Program


https://www.tpadministrator.com/internet/tpaw3.nsf/DID/N7AQZ589EY
https://www.tpadministrator.com/internet/tpaw3.nsf/DID/N7AQZ589EY
https://www.tpadministrator.com/internet/tpaw3.nsf/DID/N7AQZ589EY
https://www.tpadministrator.com/internet/tpaw3.nsf/DID/N7AQZ589EY
https://www.tpadministrator.com/internet/tpaw3.nsf/DID/LNDUYRVUMH
https://cgdp.pri-federal.com/

Disputes and Appeals

Figure 40: TPA website — CGDP Appeals Portal Link
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Pharmaceutical Drug Manufacturers are able to dispute quarterly invoices, as is covered under the
Section V(e) of the Manufacturer Agreement, which states Drug Manufacturers must provide
supporting evidence that is material, specific and relate to the dispute or issue.

Coverage Gap Discount
Program Appeals Portal {31

Manufacturer Dispute
Information The dispute reports that are generated as a result of dispute submissions are available for review and

Sponsor Dispute download in the CGDP Portal by authorized users.

Information The file layouts provided in the Manufacturer Dispute Information and Sponsor Dispute
Information links will provide data on how to read these reports.

Disputes Articles

Clicking on the Appeals Portal on the TPA website directs you to the CGDP Appeals link
(https://cgdpappeals.provider-resources.com/) as shown in Figure 41.
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Figure 41: CGDP Appeals Portal — Landing Page
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Welcome to the Coverage Gap Discount Program Appeals Portal

INITIATING THE LOGIN PROCESS INDICATES THAT YOU HAVE READ AND UNDERSTAND THE STATEMENTS BELOW

You are accessing a U.S. Government information system.

nt with applicable federal laws, directives, and othe uidance for accessing this
nd storage media attached

1) this computer network, (2} all computers connected to this n

sovernment system, which includ
to this network or to a computer on this network.

* This system is provided for Government authorized use only.

ion and/or civil and criminal penalties

* Unauthorized or improper use of this system is prohibited and may result in disciplinary a
* Personal use of social media and networking sites on this system is limited as to not interfere with official work duties and is subject to monitoring.
* By using this system, you understand and consent to the following:

- The Government may monitor, record, and audit your system usage, including usage of personal devices and email systems for official duties or to
conduct HHS busine erefore, you have no reasonable expectation of privacy regarding any communication or data transiting or stored on this
system. At any time, and for any lawful Government purpose, the government may monitor, intercept, and search and seize any communication or
data transiting or stored on this system.

- Any communication or data transiting or stored on this system may be disclosed or used for any lawful Government purpose

Unauthorized use is prohibited and subject to criminal and civil penalties. All users must adhere to the Information Security Policies, Standards, and
Procedures of the United States Department of Health and Human Services, Centers for Medicare & Medicaid Services (CMS). Your usage may be
monitored, recorded, and audited. Your use of this information system establishes your understanding of, and consent to, the foregoing terms and

conditions. CMS and its contractors maintain ownership and responsibility for their computer systems.

Please click here to log in.

For information about the availability of auxiliary aids and services, please visit:

ht_tg:‘m.medicare.gov‘about-us‘nondiscrimination‘nondiscrimination-notice.html

From this screen, select the “Please click here to log in” link. A warning screen prompts about
accessing a U.S. Government information system. Read the text then select “I Accept and

Agree”.

The Log In screen displays as shown in Figure 42.
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Figure 42: CGDP Appeals Portal — Log In screen
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For assistance or questions regarding this website please e-mail: cgdpappeals@provider-resources.com

LoG IN

Please enter your username and password.

Register if you don't have an account
Click Here if you forgot your password.

Account Information

Username:

Password:

O Keep me
logged in

For information about the availability of auxiliary aids and services, please visit:
H .medicare.gov/about-us/nondiscrimination/nondiscrimination-natice.html

A Drug Manufacturer account must be created to proceed. If an account was previously setup,
enter the Username and Password from the main screen. To set up a new account, click
Register and enter the Drug Manufacturer name, a contact email address and a password.

Reminder: A Drug Manufacturer can submit new appeals and track existing appeals in the
future once an account has been established.
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To submit a new appeal, fill out the online Appeal Request Form as shown in Figure 43 by
clicking on the link Submit a New Appeal. Once the appeal submission is completed, an
automated email response is sent to the Drug Manufacturer to confirm receipt of the submitted
appeal.

Figure 43: Sample of CGDP Appeal Request Form

Coverage Gap Discount Program Appeals Submission Form - Step 1 of 2

Questions regarding the completion of this form ar the website may be submitted to cgdpappeals @provider-resources,com,

Instructions:
1} Complete the information below and click the “Save Appeal Detail” button to save your appeal.
2} Ta submit additional appeals, please fill out the Appeal Details section of the form and click "Save Appeal Detail™
3) Click "Proceed to Mext Step” to move to the next step.

All fields are required,

Contact Information

Manufacturer Name:

P Number [PE£££)

Mame of Individual Submitting Appeal:
Email Address:

Telephone Number [#8& #&& #555]
Alternate Contact Name:

Alternate Email Address:

Alternate Telephone Number (#8#-##s s8]

Appeal Detail

Invoice Report ID (e.g., 201101}

Was the TPA Decision issued within the 60 day window?: Yes -
Detail Reference Mumber

Date Dispute Submitted to TPA E
TRA Decision Date: H
Dispute Resolution Code (if applicable] Upheld o
Reason Code for IRE Appeal MDC Mot on Market i

Explanation for IRE Review Request
Amount Invoiced
Amount Appealed

Detail Reference  Date Dispute Date of TPA Dispute Reason Code for  Explanation for IRE Amount

Number Submitted to TPA Decision Resolution Code  IRE Appeal Review Request Invoiced Appealed

Mo records to display.

Remove Appeal Detail

Save Appeal Detail
Please note that saving the appeal does NOT submit the appeal. Please continue by clicking the "Review Appeal” button,

Proceed to Next Step
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Note: For further assistance or questions regarding the Appeals Portal website, send an email
to cgdpappeals@provider-resources.com.

As the IRE reviews the appeal, a Drug Manufacturer may receive a request for additional
information. In addition to the information provided by the Drug Manufacturer, the IRE bases its
decision on information received by CMS, the TPA, the Part D Sponsor, and other databases
compiled by CMS or other sources.

The IRE then issues a determination electronically to the Drug Manufacturer’s contact person of
record and appropriate CMS staff within 90 days of the appeals submission deadline. The IRE
includes a reason and explanation for each of its determinations on the appeal reply document.

6.2.1.2 CMS Administrator’s Review

A Drug Manufacturer that has received an unfavorable determination of its appeal may request
a final review by the CMS Administrator within 30 calendar days of that determination.
Instructions on how to submit an appeal to the Administrator are included with the IRE
determination.

The Administrator notifies the Drug Manufacturer’s contact of record and CMS staff of his or her
determination. All determinations by the Administrator are final and binding.

6.2.2 Part D Sponsor’s Role in the Appeals Process

Part D Sponsors may play a role in the Appeals process. They may need to provide additional
information to the IRE if and when requested. Part D Sponsors are sent notification of all
affirmed Detail Reference Numbers (DRNSs) by the IRE once the appeal determination is issued.
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7. Calendar, Listings and Codes

In order to ensure that CGDP patrticipants are accessing the most current versions of program
information, samples of information have been provided for example purposes only, along with
links to the most current information on the TPA website.

Note: Participants should always access the TPA website for the most current information.

7.1 Program Calendar

To view the most current version of the program calendar, access the Medicare Part D
Coverage Gap Discount Program (CGDP) Calendar on the TPA website as shown in Figure 44.

Figure 44: TPA website — Part D CGDP Calendar

J) PALMETTO GBA Home  Archives  ContactUs [EESuENREGELE
N METTO GE
A TPA Topics ~  Tools ~ n

Topics | CGDP Calendars ' Medicare Part D Coverage Gap Discount Program (CGDP) Calendar

CGDP Calendars Medicare Part D Coverage Gap Discount Program
Labeler Code Update (CGDP) Calendar
Calendar
The Medicare Part D Coverage Gap Discount Program (CGDP) Calendar allows a user to view
» Medicare Part D Coverage specific dates for the CGDP. Review this calendar to understand the dates associated with Prescription
Gap Discount Program Drug Event (PDE) reporting period end, Quarterly Invoicing periods and deadlines, Dispute

(CGDP) Calendar

submission and deadline dates and dates associated with the seventeen (17) quarters associated with
each benefit year.

Medicare Part D CGDP Calendar (Version 01.17.2020, PDF, 201.12Kb)

Last Updated: ovh17/2020
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See Figure 45 for a sample of the information included in the Medicare Part D CGDP Calendar.

Figure 45: Example of Page One of the CGDP Calendar

01/17/2020 Medicare Part D Coverage Gap Discount Program — Program Dates Page 1 of 13

COVERAGE GAP DISCOUNT PROGRAM - CALENDAR YEAR — 2019 through 2024

Payee Bank Invoice Paid
Calendar | | PDE Account | Quartery | QHaney | U gy | PAVENl | pipute Dispute Appeals | Appeals Admin
Yearand [ o toE Verification Invoice Receipt Calendar AR issi i issi i Appeals
Quarter porting | oo | pistribution Day After Deadline* | Deadline* | Deadline* | Deadline* | Deadline*
Period End [ (o100 Date Fan Offset

2019 Q1 3/31/2019 4/8/2019 4/30/2019 5/1/2019 6/8/2019 62019 6/30/2019 8/28/2019 9/28/2019 122712019 1/26/2020
2019 Q2 6/30/2019 8/5/2019 8/31/2019 9/1/2019 10/9/2019 10/2019 10/31/2019 12/30/2019 1/29/2020 A/28/2020 5/28/2020
2019 Q3 9/30/2019 10/7/2019 10/31/2019 111172013 12/9/2019 12/2019 12/31/2019 2/29/2020 3/30/2020 6/28/2020 7i28/2020

2019 Q4 12/31/2018 1/6/2020 1/31/2020 20172020 311072020 372020 412020 5/3172020 6/30/2020 9/28/2020 10/28/2020
2020 Q1 3/31/2020 4/9/2020 4/30/2020 5/1/2020 6/8/2020 62020 6/30/2020 8/29/2020 9/28/2020 1272712020 142612021
2020 Q2 6/30/2020 8/10/2020 8/31/2020 9/1/2020 10/9/2020 10/2020 10/31/2020 12/30/2020 12972021 4/29/2021 5/29/2021
2020 Q3 913072020 10/10/2020 10/31/2020 11/1/2020 12/9/2020 1212020 12/31/2020 3172021 33172021 6/29/2021 7i29r2021
2020 Q4 12/31/2020 1/10/2021 1/31/2021 21172021 31172021 312021 41212021 6/1/2021 7112021 9/29/2021 10/29/2021
202101 3/31/2021 4/9/2021 4/30/2021 §/1/2021 6/8/2021 62021 6/30/2021 8/29/2021 972812021 1272772021 112612022
2021 Q2 6/30/2021 £/10/2021 8/31/2021 9/1/2021 10/972021 10/2021 10/31/2021 12/30/2021 1/29/2022 4/20/2022 5/20/2022
202143 9/30/2021 10/10/2021 103172021 11/1/2021 12/972021 122021 1213172021 3M1/2022 313172022 6/29/2022 7i29r2022
2021 Q4 12/31/2021 1/10/2022 1/31/2022 2/1/2022 31172022 372022 4/212022 6/1/2022 7112022 9/29/2022 10/29/2022
2022 o 3/31/2022 4/9/2022 4/30/2022 §/1/2022 6/8/2022 62022 6/30/2022 8/29/2022 9/28/2022 1272772022 1/26/2023
2022 Q2 6/30/2022 8/10/2022 8/31/2022 9/1/2022 10/9/2022 10/2022 10/31/2022 1213072022 1/29/2023 4/29/2023 5/29/2023
2022 Q3 9/30/2022 10/10/2022 10/31/2022 11/1/2022 12/19/2022 1212022 12/31/2022 3/1/2023 3/31/2023 6/29/2023 7i29r2023
2022 Q4 12/31/2022 1/10/2023 1/31/2023 2/1/2023 31172023 372023 4/212023 6/1/2023 77112023 9/29/2023 10/29/2023

2023 o 3/31/2023 4/9/2023 4130/2023 5/1/2023 6/8/2023 62023 6/30/2023 8/29/2023 9/28/2023 1272772023 172612024
2023 Q2 6/30/2023 810:2023 8/31/2023 9/1/2023 10/972023 10/2023 10/31/2023 12/30/2023 1/29/2024 4/28/2024 5/28/2024
2023 Q3 9/30/2023 10/10/2023 10/31/2023 11/1/2023 121972023 12/2023 12/31/2023 2/29/2024 3/30/2024 6/28/2024 7i2812024
2023 Q4 12/31/2023 1/10/2024 1/31/2024 2/1/2024 3/10/2024 372024 41112024 5/31/2024 6/30/2024 9/28/2024 10/28/2024

2024 Q1 313112024 41972024 4/30/2024 5/1/2024 6/8/2024 6/2024 6/30/2024 8/20/2024 912812024 122712024 1/26/2025
2024 Q2 6/30/2024 8/10/2024 8/31/2024 9/1/2024 10/972024 10/2024 10/31/2024 12/30/2024 1/29/2025 4/29/2025 5/2972025
2024 Q3 9/30/2024 10/10/2024 10/31/2024 111172024 121972024 1212024 12/31/2024 3/1/2025 3/31/2025 6/29/2025 7/29/2025
2024 Q4 12/31/2024 1/10/2025 1/31/2025 2/1/2025 31172025 3/2025 4/212025 6/1/2025 7112025 9/29/2025 10/29/2025

Payee Bank Account Verification — the date the bank accounts, designated to receive CGDP payments, are tested for validity. Typically, this takes place 3 - 4 weeks
prior to the Quarterly Invoice Distribution Date.

B N N Y N Y W

Quarterly Invoice Distribution Date — the date the TPA sends the Inveices to the CGDP Portal.
Quarterly Invoice Receipt Date — the day after the Invoice Distribution Date.
Invoice Payment Deadline — last day to pay amounts invoiced, thirty-eight (38) calendar days after the Invoice Receipt Date
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7.2 Dispute Reason Codes

Dispute Reason Codes are updated periodically by CMS. To view the most recent list of dispute
reason codes, access Dispute Reasons for a full list of approved codes as shown in Figure 46
on the TPA websiteFigure 46.

Figure 46: TPA website — Dispute Reason Codes Link

’\\/-\,‘ PALMETTO GBA Home  Archives  ContactUs W
A TPA Topics ~  Tools ~

Topics | Disputes | Manufacturer Dispute Information

Disputes Manufacturer Dispute Information
Coverage Gap Discount The Manufacturer Dispute Information link assists with understanding the layout of the data
Program Appeals Portal 1 provided in the Dispute Return and Dispute Resolution reports. These reports are available for review

+ Manufacturer Dispute and download in the CGDP Portal after submission of a dispute has occurred.

Information Pharmaceutical Drug Manufacturers can create disputes within 6o days of the Quarterly Invoice
Sponsor Dispute Receipt Date using the CGDP Portal Dispute Builder or they can electronically submit any disputes
Information created manually using the Manufacturer Dispute Submission File format provided by the TPA.

The CGDP Manufacturer Portal Dispute Users Guide provides instructions on the CGDP Portal
Disputes functionality and is located under the References topic.

Manufacturer Dispute Information Articles

o129/2015 HPMS Memo-Updates to the Medicare Coverage Gap Discount Program Manufacturer
Dispute and Appeals Submission Process

o1/2e/2015 Dispute Edits (Effective February 8, zo15)

Dispute Reasons (Effective February 8, 2z015) I

Dispute Resolution Report File Layout (Effective February 8, 2015)
Dispute Return File (Effective February 8, zo15)
Dispute Submission File (Effective February 8, 2015)

03n4/2012 Dispute Layout Side by Side Comparison
Manufacturer Dispute Submission and Attachment Overview

Last Updated: 06/17/2019
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7.3 Appeal Codes Cross Reference

On January 27, 2015, CMS announced updates to the codes in the Drug Manufacturer dispute
and appeal process for Drug Manufacturer disputes associated with the CGDP.

The updates streamline the Manufacturer dispute process, align dispute and appeal codes, and
provide Drug Manufacturers with reason codes that, if upheld, are more likely to provide
meaningful invoicing updates.

Drug Manufacturers began using the codes shown in Figure 47: TPA website — Disputes HPMS
Memo

) PALMETTO GBA Home  Archives Contact Us W
A TPA Topics ~  Tools ~ n

Topics | Disputes

* Disputes Dlsputes
Coverage Gap Discount Pharmaceutical Drug Manufacturers are able to dispute quarterly invoices, as is covered under the
Program Appeals Portal Section V(e) of the Manufacturer Agreement, which states Drug Manufacturers must provide

Manufacturer Dispute supporting evidence that is material, specific and relate to the dispute or issue.

Information The dispute reports that are generated as a result of dispute submissions are available for review and
Sponsor Dispute download in the CGDP Portal by authorized users.
Information The file layouts provided in the Manufacturer Dispute Information and Sponsor Dispute

Information links will provide data on how to read these reports.

Disputes Articles

09/04/2018 Dispufes / Sponsor Dispute informatiorn
CGDP Contract Dispute File

ol/29/2015 Dispufes / Manufacturer Dispute informafion
HPMS Memo-Updates to the Medicare Coverage Gap Discount Program Manufacturer
Dispute and Appeals Submission Process
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Table 5 for disputes and appeals on Q4 2014 invoiced amounts.
For more details, access the Disputes topic on the TPA website as shown in Figure 47 to view

a copy of the HPMS memo dated January 27, 2015 entitled “Updates to the Medicare Coverage
Gap Discount Program Manufacturer Dispute and Appeals Submission Process.”

Figure 47: TPA website — Disputes HPMS Memo

’\\-\) PALMETTO GBA Home  Archives  ContactUs W
TPA opics ~ ools ~

Topics | Disputes

+ Disputes Dlsputes
Coverage Gap Discount Pharmaceutical Drug Manufacturers are able to dispute quarterly invoices, as is covered under the
Program Appeals Portal Section V(e) of the Manufacturer Agreement, which states Drug Manufacturers must provide

Manufacturer Dispute supporting evidence that is material, specific and relate to the dispute or issue.

Information The dispute reports that are generated as a result of dispute submissions are available for review and

Sponsor Dispute download in the CGDP Portal by authorized users.

Information The file layouts provided in the Manufacturer Dispute Information and Sponsor Dispute
Information links will provide data on how to read these reports.

Disputes Articles

09/04/2018 Dispufes / Sponsor Dispute informatiorn
CGDP Contract Dispute File

ol/29/2015 Dispufes / Manufacturer Dispute informafion
HPMS Memo-Updates to the Medicare Coverage Gap Discount Program Manufacturer
Dispute and Appeals Submission Process
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Table 5: Cross Reference of Dispute to Appeal Codes

Reason for Manufacturer Dispute

Dispute Code Appeal Code

Duplicate Invoice ltem D01 A01
Closed Pharmacy D02 A02
Not Part D Covered Drug D03 A03
Aberrant Quantity/Invalid Days’ Supply D04 A04
High Price of Drug D06 A06
Last Lot Expiration Date-NDC not on the market DO7 AO07
Marketing category is not NDA or BLA D09 A09
PDE improperly invoiced beyond Manufacturer Agreement D11 All
Invoice period

Excessive Gap Discount Gap Discount for Single PDE- D13 Al3
disputed PDE exceeds maximum discount amount for a PDE

Other D99 A99
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8. Sample Reports and Disputes

To ensure CGDP patrticipants access the most current versions of reports, file layouts, and
dispute reason codes, these documents, delivered through the CGDP Portal, will not be
included in this technical guide.

To view the most current Drug Manufacturer and Part D Sponsor Dispute File Layouts and
Samples, access Disputes on the TPA website as shown in Figure 48.

Figure 48: TPA website — Dispute Report Layouts

/\,\\,\ PALMETTO GBA Home  Archives  Contact Us m
# TPA Topics -  Tools ~

Topics /| Disputes

* Disputes Disputes
Coverage Gap Discount Pharmaceutical Drug Manufacturers are able to dispute quarterly invoices, as is covered under the
Program Appeals Portal {2 Section V(e) of the Manufacturer Agreement, which states Drug Manufacturers must provide

Manufacturer Dispute supporting evidence that is material, specific and relate to the dispute or issue.

Information The dispute reports that are generated as a result of dispute submissions are available for review and
Sponsor Dispute download in the CGDP Portal by authorized users.
nformation The file layouts provided in the Manufacturer Dispute Information and Sponsor Dispute

Information links will provide data on how to read these reports.
Disputes Articles

Do/04ajzong Disputes / Spansor Dispute Information
CGDP Contract Dispute File

ol/zor2015 Disputes / Manufacturer Dispute Information
HPMS Memo-Updates to the Medicare Coverage Gap Discount Program Manufacturer
Dispute and Appeals Submission Process

ol/2e/2015 Disputes / Manufacturer Dispute Information
Dispute Edits (Effective February 8, 2015)

Dispute Reasons (Effective February 8, zo15)
Dispute Resolution Report File Layout (Effective February 8, 2015)
Dispute Return File (Effective February 8, 2015)

Dispute Submission File (Effective February 8, 2015)

03/14/2012 Disputes / Manufacturer Dispute Information
Dispute Layout Side by Side Comparison

Manufacturer Dispute Submission and Attachment Overview

Last Updated: o6/h17/z019
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9. Troubleshooting and Support

9.1 Third Party Administrator (TPA)

The TPA and its website are the gateway to the CGDP. From this site, Drug Manufacturers and
Part D Sponsors access information about the CGDP, including information regarding the
CGDP Portal, invoicing, and payment procedures. In addition, the site provides valuable links to
CMS instructions and other official resources. The information provided below is available on
the Contact Us page on the TPA website, as seen in Figure 49.

The TPA is available by Website, Help Line or Email at:

Website: http://www.tpadministrator.com

TPA Help Line: 1-877-534-2772, Option 1
Fax: 1-803-763-2010

Hours of Operation: Monday through Friday, 8:00 a.m. to 7:00 p.m., ET,

Email:

o General Inquiries - tpaoperations@tpadministrator.com

e Webinar Questions and Issues - webinar@tpadministrator.com

e Dispute Attachments - disputes@tpadministrator.com

Standard Mail

Palmetto GBA

TPA Support Center

P.O. Box 100275, AG-507
Columbia, SC 29202-3275

Express Mail
Palmetto GBA

TPA Support Center, AG-507
2300 Springdale Drive, Bldg. One
Camden, SC 29020
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Troubleshooting and Support

Figure 49: TPA website — Contact Us Link

/\\v\ PALMETTO GBA Home Archives | Contact Us | Email Updates

oearch Ior.
A TPA Topics ~  Tools ~

Contact Us

Call: 1-877-534-2772, Option 1

Fax:1-803-763-2010

Email Addresses:
General Inquiries - fpaoperations@tpadministrator.com or Click here to use the online form.
‘Webinar Questions and Issues - webinar@tpadministrator.com
Dispute Attachments - disputes@tpadministrator.com
Wrrite:
Regular Mail
Palmetto GBA
TPA Support Center
P.O. Box 100275, AG-507
Columbia, SC 29202-3275

Express Mail

Palmetto GBA

TPA Support Center, AG-507
2300 Springdale Drive, Bldg. One
Camden, SC 29020

TPA Support Center Hours of Operation

The TPA staff is available Monday - Friday 8am to 7pm ET, with the exception of our corporate observed holidays.
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9.2 Customer Service and Support Center (CSSC) Operations

The CSSC and its website are the gateway to Medicare Advantage, Medicare Medicaid Data
and Prescription Drug Programs. From this site, Drug Manufacturers and Part D Sponsors can
access information about Risk Adjustment, Medicare Encounter Data, Medicare Medicaid Data
and Prescription Drug Programs; including opportunities to enroll to submit data and obtain
comprehensive information about data submission and reporting. In addition, the site provides
valuable links to CMS instructions and other official resources. The information provided below
is available on the Contact Us page on the CSSC Operations website, as seen in Figure 50.

The CSSC is available by Website, Help Line or Email at:

Website: http://www.csscoperations.com

CSSC Help Line: 1-877-534-CSSC (2772) Option 2
Fax: 1-803-935-0171
Hours of Operation: Monday through Friday, 8:00 a.m. to 7:00 p.m., ET,

Email: csscoperations@palmettogba.com

Standard Mail

Palmetto GBA

CSSC Operations

P.O. Box 100275, AG-570
Columbia, SC 29202-3275

Express Mail
Palmetto GBA

CSSC Operations, AG-570
2300 Springdale Drive, Bldg. One
Camden, SC 29020
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Figure 50: CSSC Operations website — Contact Us Link

|Contact Us |

Call: 1-877-534-CSSC (2772)

Click here to use the online form.

Write:
Regular Mail
Palmetto GBA
CSSC Operations
P.O. Box 100275, AG-570
Columbia, SC 29202-3275

Express Mail
Palmetto GBA
CSSC Operations, AG-570

Camden, SC 29020

CSSC Hours of Operation

Email Address: csscoperations@palmettogba.com

2300 Springdale Drive, Bldg. One

A cssc Operations Topics ~ Tools ~  Instructional Videos~  Job Aides ~

The CSSC Operations staff is available Monday - Friday 8am to 7pm ET, with the exception of our corporate observed holidays.

Home Archives |C0ntact Us | Email Updates
Search for.
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Record of Changes

Appendix A: Record of Changes

Table 6: Record of Changes

Version
Number

Author/Owner Description of Change

1.0 August 2021 | CMS Baseline Version

Technical Guide Version 1.0 92 Coverage Gap Discount Program



Acronyms

Appendix B: Acronyms

Table 7: Acronyms

Acronym Definition / Translation

ACA Affordable Care Act

ACH Automated Clearing House

BLA Biologic License Application

BY Benefit Year

BYRH Benefit Year Specific Header File Record
BYRT Benefit Year Specific Trailer File Record
CGDP Coverage Gap Discount Program

CMS Centers for Medicare & Medicaid Services
CSSC Customer Service Support Center
DETCD Contract Reimbursement Detail Record at the PDE Level File Record
DETMD Manufacturer Reimbursement Total at the Labeler Level File Record
DETUD Upheld Dispute Tracking Data File Record
DOD Date of Death

DOS Date of Service

DDPS Drug Data Processing System

DPP Direct Payment Process

DRN Detail Reference Number

DSB Defined Standard Benefit

EFT Electronic Funds Transfer

EUA Enterprise User Administration

FAQ Frequently Asked Questions

FDA Food and Drug Administration

HHS Health and Human Services
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HPMS Health Plan Management System

ICL Initial Coverage Limit

IRE Independent Review Entity

LBLR Manufacturer Reimbursement Total at the Labeler Level File Record
LI Low Income

LICS Low Income Cost Sharing

MFA Multifactor Authentication

MA-PD Medicare Advantage — Prescription Drug

MMA Medicare Modernization Act

NCPDP National Council for Prescription Drug Program
NDA National Drug Applications

NDC National Drug Code

NSDE NDC SPL Data Elements

OOP Out of Pocket

PACE Program for the All Inclusive Care for the Elderly
PBP Plan Benefit Package

PDE Prescription Drug Event

PDP Prescription Drug Plan

PLRO Patient Liability Reduction Due to Other Payer
PNUM P Number

POS Point of Sale

PRS Payment Reconciliation System

PTOT Contract Reimbursement Summary Record for the P-Number Total File Record
RGD Reported Gap Discount

SPL Structured Product Labeling

TPA Third Party Administrator
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TPACH Contract Header File Record
TPACT Contract Trailer File Record
TPALH Labeler Header File Record
TPALT Labeler Trailer File Record
TPAMH Manufacturer P Number Header File Record
TPAMT Manufacturer P Number Trailer File Record
TrOOP True Out-of-Pocket
UDTBH Upheld Dispute Benefit Year Header File Record
UDTBT Upheld Dispute Benefit Year Trailer File Record
UDTMH Upheld Dispute Manufacturer Header File Record
UDTMT Upheld Dispute Manufacturer Trailer File Record
us United States
usD United States Dollar
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Appendix C: HPMS Module & Enterprise User Administration (EUA)
Access

Communications between CMS, Drug Manufacturers, Part D Sponsors, and the Third Party
Administrator (TPA) is provided through the HPMS Manufacturer Module.

Figure 51: HPMS Login Region

Manufacturer HPMS New User Access

Manufacturers are responsible for maintaining their points of contact and updating and verifying
Labeler Code information using the HPMS module at the HPMS Login Region as shown in
Figure 51Error! Reference source not found..

Each Manufacturer designates an individual(s) to maintain HPMS content for their organization.
Manufacturers that signed CGDP agreements after 2011 can also view and download their
signed agreements through HPMS.

Completing Forms for HPMS New Manufacturer User Access

In order to gain access to HPMS, each individual must complete an electronic CMS User ID
Access form. The link, HPMS User ID Process, includes a summary of the User ID Process and
a link to the electronic CMS User ID EUA Access Form application as shown in Figure 52.
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Figure 52: CMS.gov website — Drug Manufacturer HPMS Access Form Link

Home | About CMS | Newsroom | Archive | @ Help & Print

CMS i g o v Search CMS Search

Centers for Medicare & Medicaid Services

Medicare Medicaid/CHIP Medicare-Medicaid Private Innovation Regulations & Research, Statistics, Qutreach &
Coordination Insurance Center Guidance Data & Systems Education
Home > R h, igtics, Data & Sy > Health Plan Management System (HPMS) > User ID Process

Health Plan Management
System (HPMS) User ID Process

HEMSWclcom =¥id o Obtaining HPMS Access

u ID P
ser rocess All users that require access to HPMS must request a CMS user ID. As if December 11, 2019, CMS will only accept request for new

Recertification & Password Process user IDs via EFI

Logon Instructions Plan and State users must submit user id request using the EF| system. The HPMS EF instructions are also available in the

System Requirements Downloads section below. Please ensure that you follow the correct EF| instructions carefully to avoid errors that will delay the
processing of your submission. These requests require on average 3-5 days to complete. State users should check for their State
D . . e .
—— program they are accessing HPMS for to determine which instructions to follow.

FAQs
Questions regarding the user ID process should be directed to HPMS_access@cms.hhs.gov.

ListServ
The HPMS team has developed 3 videos to assist users with completing the process for a CMS user ID to obtain access to HPMS.
The three videos below walk the user through each step of the process from initially creating the EFl account, to what to expect
HPMS Memos Archive - Annual once the ID is received.

HPMS Memos Index Files

HPMS Memos Archive - Weekly « Plan Users: https:/iyoutu be/l e ICFIZJYg

HPMS Memos Archive - Daily + Consultant Users: hitps-/iyoutu be/KAXwdng1hKs
HPMS Training - State Users: https:/fyoutu.be/l 78fuThipMY

Consultant and Signatory HPMS Access

All users that require HPMS access as a consultant (i.e., users that are not a direct employee of the organization) or require
electronic signature access must follow the instructions identified in the below memos. Failure to follow these instructions may
jeopardize your HPMS access. Any questions regarding this process should be directed to HPMSConsultantAccess@cms hhs. gov.

Downloads

Instructions for Requesting Plan Access via EF1 (PDF)
Instructions for Requesting MMP or Ombudsman State Access via EFI (PDF)

Instructions for Requesting Electronic Signature Access in HPMS (PDF})

Instructions for Reguesting Consultant Access in HPMS (PDF)
General Consultant User Access Form - April 06. 2018 (PDF

Ilnstrudions for Regueating Drug Manufacturer Access in HPMS (PDF) I

Instructions for Reguesting State SPAP-ADAP User Access via EF| (PDF)

Instructions for Reguesting SHIP or State Access via EFI (PDF)

Page Last Modified: 12/08/2020 09:43 AM
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CMS has updated the process for all manufacturers to request a User ID for access to HPMS.
They should no longer mail-in a hard copy application.
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Manufacturers should review the following instructions and electronically submit a request for a
CMS HPMS User ID.

e Select “Instructions for Requesting Drug Manufacturer Access in HPMS” from the
CMS.gov User ID Process link as shown in Figure 52.

Review instructions to request Signatory access.
Add the pending P Number to an existing CMS HPMS User ID

Contact hpms@cms.hhs.gov with any HPMS technical questions.
Send an email to hpms_access@cms.hhs.gov for questions related to HPMS user access.

CMS will provide additional technical instructions on accessing HPMS, via email
notification, once your User ID has been processed.

Once received and checked for completeness, it will take approximately two (2) weeks for CMS
to grant access to HPMS. The individual will receive an email from eua@cms.hhs.gov
containing the user ID, temporary password and the website to change the password.

Once the Drug Manufacturer’s signatory primary contact receives their user 1D, they must send
a letter (on company letterhead) to a designated address identifying themselves as the
signatory, their role, their user ID and their pending P-Number. The letter may be converted to
and sent as a pdf document and emailed electronically or it may be sent by a traceable carrier.
If you have questions regarding this process, send an email to hpms_access@cms.hhs.gov.

Manufacturer Contact Information

All manufacturers participating in the CGDP are required to provide CMS with Primary,
Signatory TPA Liaison, and CGDP Payment contact types, and are encouraged to use the
optional Secondary Contact and Secondary Signatory Contact fields as well. Small or start-up
manufacturers may have a single individual serve as several contact types. Descriptions of all
manufacturer contact roles are provided within the HPMS Manufacturer Management Module.

Note: TPA Liaison and CGDP Payment contacts listed within the CGDP Portal must match
CMS’ TPA Liaison and CGDP Payment contacts listed within HPMS in order for that individual
to have access to invoicing information.

Each manufacturer is responsible for proactively updating HPMS with any changes to its
contacts. Instructions to complete updates to contact information are included in the Drug
Manufacturer Module User Guide within the HPMS’ Drug Manufacturer Management module,
under Documentation. Failure to provide up-to-date contacts will jeopardize the manufacturer’s
knowledge of, and compliance with, key program requirements and deadlines. CMS will not
waive any CGDP requirements to accommodate missed communications due to outdated
contact information.

Note: Refer to Appendix D: Reporting Corporate Ownership or Company Name Changes for
steps on reporting these types of changes to CMS.

HPMS contact information can be changed at any time. Send an email to
HPMSConsultantAccess@cms.hhs.gov if you have any questions regarding this process as
outlined in this section, newly assigned points of contact must electronically complete and
submit a CMS User ID Access form in order to be able to access data in HPMS.
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HPMS Module & Enterprise User Administration (EUA) Access

Sponsor HPMS New User Access

Sponsors are responsible for maintaining their points of contact using the HPMS module
(https://hpms.cms.gov/app/login.aspx) as shown in Figure 51. Each Sponsor designates an
individual(s) to maintain HPMS content for their organization.

Completing Forms for HPMS New Sponsor User Access

In order to gain access to HPMS, each individual must complete an electronic CMS User ID
Access form. The following link includes a summary of the User ID Process and a link to the
electronic CMS User ID EUA Access Form application: https://www.cms.gov/Research-
Statistics-Data-and-Systems/Computer-Data-and-Systems/HPMS/UserlDProcess.html as
shown in Figure 52.
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HPMS Module & Enterprise User Administration (EUA) Access

Figure 53: CMS.gov website — Part D Sponsor HPMS Access Form Link
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System Requirements Downloads section below. Please ensure that you follow the correct EF| instructions carefully to avoid errors that will delay the

processing of your submission. These requests require on average 3-5 days to complete. State users should check for their State
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S program they are accessing HPMS for to determine which instructions to follow
FAQs

Questions regarding the user ID process should be directed to HPMS_accessi@cms.hhs.gov.
ListServ
The HPMS team has developed 3 videos to assist users with completing the process for a CMS user ID to obtain access to HPMS.

HPMS M Index Fil N - .
e The three videos below walk the user through each step of the process from initially creating the EFIl account, to what to expect

HPMS Memos Archive - Annual once the ID is received.

HEMS Memos Archive - Weekly - Plan Users: htips //youtu be/L el ICRIZJYg

HPMS Memos Archive - Daily - Consultant Users: hitps:/ivoutu be/KAXwdng1hKs
HPMS Training - State Users: https://youtu.be/l 78fuThfpMY

Consultant and Signatory HPMS Access

All users that require HPMS access as a consultant (i.e., users that are not a direct employee of the organization) or require
electronic signature access must follow the instructions identified in the below memos. Failure to follow these instructions may
jeopardize your HPMS access. Any questions regarding this process should be directed to HPMSConsuliantAccess@cms.hhs.gov.

Downloads

I Instructions for Requesting Plan Access via EFI (PDF) I
Instructions for Requesting MMP or Ombudsman State Access via EFI (PDF)

Instructions for Requesting Electronic Signature Access in HPMS (PDF)
Instructions for Requesting Consultant Access in HPMS (PDF)

General Consultant User Access Form - April 06. 2018 (PDF
Instructions for Requesting Drug Manufacturer Access in HPMS (PDF)

Instructions for Requesting State SPAP-ADAP User Access via EFI (PDF)
Instructions for Requesting SHIP or State Access via EFI (PDF)
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CMS has updated the process for all sponsors to request a User ID for access to HPMS. They
should no longer mail-in a hard copy application.
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Sponsors should review instructions and electronically submit a request for a CMS HPMS User
ID.

e Select the “Instructions for Requesting EUA User Access via EFI” located on the
CMS.gov User ID Process link.

Contact hpms@cms.hhs.gov with any HPMS technical questions.

Send an email to hpms_access@cms.hhs.gov for questions related to HPMS user access.

CMS will provide additional technical instructions on accessing HPMS, via email notification,
once your User ID has been processed.

Sponsor Contact Information

All Sponsors participating in the CGDP are required to provide CMS with Primary, Signatory
TPA Liaison, and CGDP Payment contact types, and are encouraged to use the optional
Secondary Contact and Secondary Signatory Contact fields as well.

Note: TPA Liaison and CGDP Payment contacts listed within the CGDP Portal must match
CMS’ TPA Liaison and CGDP Payment contacts listed within HPMS in order for that individual
to have access to invoicing information.

Each Sponsor is responsible for proactively updating HPMS with any changes to its contacts.
Failure to provide up-to-date contacts will jeopardize the Sponsor’s knowledge of, and
compliance with, key program requirements and deadlines. CMS will not waive any CGDP
requirements to accommodate missed communications due to outdated contact information.

HPMS contact information can be changed at any time. Send an email to
HPMSConsultantAccess@cms.hhs.gov if you have any questions regarding this process as
outlined in this section, newly assigned points of contact must electronically complete and
submit a CMS User ID Access form in order to be able to access data in HPMS.
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Reporting Corporate Ownership or Company Name Changes

Appendix D: Reporting Corporate Ownership or Company Name

Changes

In this appendix, CMS outlines the process for reporting changes in Manufacturer’s corporate
ownership or asset ownership and company names. The purpose of this guidance is to help
Manufacturers ensure products remain covered under a Manufacturer Agreement, without
interruption, to promote the timely processing and payment of CGDP invoices.

Process Steps for Ownership Changes

The following situations describe typical types of ownership changes and the process to be

followed:

A. Sale or Transfer of a Product(s) Only

CMS does not normally need to be notified of asset sales. However, manufacturers
should keep in mind that CMS administers the CGDP based on Labeler Codes. As a

result:

CMS invoices manufacturers for all Applicable Drugs within a Labeler Code. If
individual drug products within a Labeler Code are sold, the manufacturer that
owns the code is invoiced for all products within the code.

If an Applicable Drug is covered under an agreement and is then sold to a non-
contracted manufacturer that re-labels the drug, such that it no longer is covered
under a Discount Agreement, the drug can no longer be covered under Part D.

B. Corporate Sales or Mergers

Contracted Manufacturer to Contracted Manufacturer Purchases: This
includes the merger or acquisition of a corporate entity that holds a CGDP
Agreement into another corporate entity that also holds a CGDP Agreement. The
parent organization involved in these transactions must comply with the
Notification Requirements listed in the section entitled “Notification Requirements
for Changes in Ownership and Company Name Changes”.

Contracted Manufacturer to Non-contracted Manufacturer Purchases: This
type of transaction involves the acquisition of a contracted manufacturer by a
non- contracted manufacturer. The CGDP Manufacturer's Agreement states that
the Agreement is automatically assigned to the new owner, and all terms and
conditions of this Agreement remain in effect.
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Notification Requirements for Changes in Ownership and Company Name Changes

All organizations considering a change of corporate ownership must notify CMS at least 60 days
prior to the anticipated effective date of change. If a manufacturer fails to notify CMS of a
change in ownership, the entity risks delayed notification of invoices due, and will be liable for
any resulting civil monetary penalties. The notice to CMS regarding a change of ownership, as
outlined above, must contain the following information:

e Name and P number(s) of the manufacturers involved in the ownership change,
and the anticipated role of each party;

e The anticipated date of the change;

e A statement of which corporate entity will be responsible for processing and
paying the invoices after the corporate change; and

e A statement indicating all changes in contacts and when these changes will be
requested within HPMS and through the TPA.

All organizations that make a corporate hame change must notify CMS immediately and submit
a Certificate of Amendment within 30 days of the effective date of change. All required
notifications as described above should be sent to CMS by email to:
CGDPandmanufacturers@cms.hhs.gov.
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Maintenance of FDA Records

Appendix E: Maintenance of FDA Records

CMS relies on FDA listings to identify applicable drugs in the CGDP. Manufacturers must
electronically list and maintain up-to-date electronic FDA registrations and listings of all NDCs,
including the timely removal of discontinued NDCs from the FDA NDC Directory.

Accurate NDC listings enable CMS and Part D sponsors to accurately identify applicable drugs
and, accordingly, updates to the FDA NDC Directory must precede NDC additions made to
commercial electronic databases used for pharmacy claims processing.

Manufacturers will not be able to successfully appeal invoiced amounts based on inaccurate or
out-of-date FDA NDC Directory listings without documentation that the manufacturer notified the
FDA of an error, or requested that an outdated NDC be removed from the Directory, in order to
show that it was not a result of manufacturer non- compliance with the CGDP requirement.

In addition, CMS expects manufacturers to maintain up-to-date listings with the electronic
database vendors for which they provide their NDCs for pharmacy claims processing. Only the
manufacturers know the last-lot expiration dates for their NDCs and therefore, the
manufacturers are responsible for ensuring that these electronic database vendors are
prospectively notified when NDCs no longer represent products that are still available on the
market.

A manufacturer’s failure to document and provide appropriate advance notice to electronic
database vendors may result in the manufacturer being responsible for discounts for drugs
dispensed after the last-lot expiration date.
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