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1 Introduction

1.1  What is the Medicaid Part B Average Sales Price (ASP) Application?

Section 303 (b) and (c) of the Medicare Modernization Act (MMA) of 2003 revised the payment
methodology for the vast majority of Part B covered drugs and biologicals that are not priced on
a cost or prospective payment basis (hereafter referred to as drugs). Per the MMA, beginning
January 01, 2005, the ASP methodology is used to determine the payment limit for these drugs.
Pricing for compounded drugs is performed by the local contractor. Additionally, beginning in
2006, the ASP methodology is used to determine the payment limit for all End Stage Renal
Disease (ESRD) drugs furnished by both independent and hospital-based ESRD facilities, as
well as specified covered outpatient drugs, and drugs and biologicals with pass-through status
under the Outpatient Prospective Payment System (OPPS). The ASP methodology is based on
quarterly data submitted to the Centers for Medicare and Medicaid Services (CMS) by drug
manufacturers. CMS supplies the Medicare FFS claims processing contractors with the drug
pricing files for Medicare Part B drugs on a quarterly basis.

In general, under the ASP methodology, the payment limits are based on the volume-weighted
average of the manufacturers’ ASP. However, in certain instances, the payment limits are based
on the wholesale acquisition cost (WAC). Further, the payment limits for some drugs continue
to be based on the Average Wholesale Price (AWP) methodology. These data (WAC and AWP)
are published in drug pricing compendia, such as Redbook, Medi-span and First Databank. A
Medicare Contractor retrieves the data from drug pricing compendia, and provides the pricing
data to CMS on a quarterly basis.

In addition, other considerations impact the ASP methodology. Under certain circumstances, the
ASP-based payment limits for certain drugs may be replaced with a payment limit identified by
the Office of the Inspector General (OIG). If errors in either the ASP data or the payment limit
calculation occur, revised drug pricing files may be implemented. If drug manufacturers do not
report ASP data or do not report timely, the accuracy of the payment limits may be impacted.
The business purpose of the project is to comply with the Sections 303(b) and (c) of the
Medicare Modernization Act (MMA) of 2003. Section 303 (b) and (c) of the MMA amended
Title XVIII of the Act by revising section 1842(0), the pricing methodology for Part B drugs and
biologicals, and adding section 1847A, the new average sale price drug payment methodology.

1.2  Purpose of the ASP Application

The purpose of the ASP Application is to:

e Provide CMS with an Internet-based software application for automating the collection,
editing and processing of drug product pricing data received from drug manufacturers on
a quarterly basis.

e Eliminate data entry errors, data formatting errors, incomplete submitted data and to
greatly reduce the process cycle time and resource time needed to provide the pricing to
contractors through automation of the manually intensive processes currently used,

e Establish a relationship between the manufacturers’ reported data and the billing codes
used by Medicare providers to calculate a weighted average price for each billing code.

ASP User Guide for Drug Manufacturers Introduction
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Prices established for billing codes are used for payment of Part B drugs on certain
Medicare claims,

e Accept, store, validate and calculate drug pricing on Medicare Part B drug data received
for the Center for Medicare Management (CM) stakeholders.

Drug Manufacturers report ASPs by National Drug Codes (NDC), which are 11 digit identifiers
that indicate the manufacturer of the drug, the product dosage form, and package size.
Manufacturers must provide CMS with the ASP and volume of sales for each NDC on a
quarterly basis in one of two methods. Drug product data may be submitted either by uploading
a file or keying data into a predefined data entry screen. In both instances, data is edited and
saved awaiting the manufacturer to certify the accuracy of the data. During the 30 day
submission period after the end of the quarter, CMS will communicate the days remaining in the
submission period to each manufacturer and whether or not the manufacturer is in compliance
with the data submission requirements.

Thirty days after the beginning of each quarter (calendar year), manufacturers are required to
submit pricing of their Medicare Part B (not paid on a cost or perspective payment basis)
qualifying drugs. Once drug manufacturers are registered with the Medicare Part B ASP drug
submission system, they need to choose either to submit their data on line or upload the data via
file transfer. A majority of the drugs are injectable drugs furnished by physicians and other
qualified practitioners.

If the drug manufacturer decides to enter their Medicare Part B ASP drug information online,
then they log on to the secure website and enter the required drug information into the online
system. Validations and error messages will ensure that the drug manufacturer is entering data in
adherence to the system requirements.

If the drug manufacturer has a large amount of drug data to report to Medicare, they may decide
to submit their Medicare Part B ASP drug information by uploading their data via file transfer.
In this case, the ADP drug data is entered into a formatted file that is in compliance with
Medicare’s specifications and it is uploaded. Along with the submission, the user can submit
any pertinent information to share with CM regarding their drug product data submissions. CM
reviews the assumptions and may respond to the user if necessary. The user is able to view and
check their submitted file and resubmit, if necessary. If the file records do not meet the file
transfer validations and edits, then they will be rejected and the drug manufacturer can resubmit
the drug data through file transfer or enter it online. With both submission options, the drug
manufacturer must certify the accuracy of the data at the time of submission in order for it to be
accepted. Regardless, every instance a drug manufacturer submits data they must submit a drug
certification along with their submission and they may submit multiple times within a
submission time period. Once data has been submitted, the drug manufacturer can view all drug
data certified in the current reporting period and view whether or not current and previous drug
submissions is in compliance with the reporting requirements. With drug data corrections within
the current reporting period, the user can correct the drug data via data entry or upload. If data
needs to be reported after the quarter has ended, the drug manufacturer has the capability to
report restated ASP data via upload or online for any reporting period (greater than or equal to
Quarter 3 2004) to CM at any time.

ASP User Guide for Drug Manufacturers Introduction
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CM will assign each drug to one or more billing codes and determine the billing units per billing
code. The ASP for each billing code will be calculated based on the weighted average of all
ASPs within a billing code. Where a billing code does not exist, CMS will submit a request for
one to be established.

Updated ASP data is shared with each drug manufacturer. Either CMS through quality review or
drug manufacturers may identify errors in the data. The drug manufacturer submits any corrected
data so that CMS can re-calculate the ASP for any affected billing code.

Once the drug manufacturer submits the Reporting Manufacturer data and it is successfully
received by CM/DAS, they process and prepare the data accordingly for the ASP calculation. If
the ASP Reporting Manufacturer Data submission falls within the 30 day deadline, then,
thereafter, the CM/DAS runs drug submission reports. These reports include Impact Analysis
Report, Management Reports and Manufacturer Reports. A Drug Manufacturer also has the
option to mail Medicare Part B drug data and restated drug data to CM. CM Personnel may key
the data online or upload the data on behalf of the manufacturer. Along with the file sent by the
manufacturer a letter of certification is sent to CMS. In this case, CMS will confirm the written
certification received with the file.

CMS creates an output file to share with OIG so they can complete ASP comparison studies.
Updates with the AMP provided by OIG are added to the drug pricing file to replace the ASP for
some billing codes. After pricing updates are completed, the system creates the following
output:

e An impact analysis comparing price changes in support of briefing documents for the
clearance process,

e Crosswalk of NDCs to billing codes,

e Part B pricing files for mainframe application for the fee for service contractors,
e Part B pricing files for the internet for CMS website,

e File of ASPs for not otherwise classified billing codes,

e File of Competitive Acquisition Pricing (CAP) data, and

e File of Outpatient and ASC Drug Pricing Data.

1.3 ASP User Roles

The ASP Application is a role-based system. This means that certain system functions have been
linked to specific “user role profiles.” When a new user is given access to the ASP Application,
system administrators link the user’s ID to the profile that provides access to the specific
functions they need. The ASP Application user roles are as follows:

e Drug Manufacturers: Responsible for the calculation and quality of the Part B drug
prices. Drug manufacturers can be both Submitters and Certifiers.

e CM Personnel: Responsible for the calculation and quality of the Part B drug prices.

ASP User Guide for Drug Manufacturers Introduction
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e Drug Compendium Contractors: Responsible for submitting drug pricing compendia data
for new drugs.

e Fee For Service Contractors: Responsible for submitting new drug data to CM for
pricing calculations and billing code assignment

e CMCS: Future participant to provide AMP data for comparative analyses of the ASP to
the AMP.

ASP User Guide for Drug Manufacturers Introduction
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2 ASP Application Access

A CMS User ID is required to access the ASP Application. To obtain a CMS User ID, you must
complete the Application for Access to the Centers for Medicare & Medicaid Services (CMS)
Computer Systems (Form CMS-20037). If you already have a CMS User ID, then you must
submit a request to access the ASP Application. The Application for Access to the Centers for
Medicare & Medicaid Services (CMS) Computer Systems (Form CMS-20037) can be
downloaded from the CMS Website at: http://www.cms.gov/Research-Statistics-Data-and-
Systems/CMS-Information-Technology/InformationSecurity/Downloads/EUAaccessform.pdf
Users that have been approved for access to the ASP application are assigned a CMS user ID and
a password. Users are required to access the CMS Portal to begin the authentication and role
assignment process. Users enter their assigned user 1D in the User ID field and enter ASP User
in the Request field in the CMS portal. Users are then directed to the EIdM Authentication
System. The EIdM Authentication System performs identity proofing on the user. The EIdM
Authentication System will prompt the user to create a username and password that conforms to
the system’s policies; this user ID and password is not affiliated with the user’s CMS user ID and
password. After the user successfully creates a username and password, the EIdM
Authentication System will begin the identity proofing process. After the user’s identity is
verified, the CMS Portal will push the user’s data to the ASP application. Users are assigned a
role, assigned organization codes, and the NDCI contact is applied to the user.

2.1 ASP Application Access Process

ASP users with an existing CMS Portal username and password can skip Section 2.1.1 and
continue on to Section 2.1.2, Requesting ASP Application Access.

211 Obtaining a CMS Portal Username and Password

A CMS Portal username and password are required in order to access the ASP Application.
Perform the following steps in order to receive the required credentials:

1. Access the CMS Portal by entering the following URL in your browser:
https:\\portal.cms.gov. The CMS Portal Home Page is shown in Figure 2-1.

ASP User Guide for Drug Manufacturers ASP Application Access
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Figure 2-1: CMS Portal Home Page
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Medicaid and CHIP Stay Connected with CMS
Provicing our State partners with a Sngle point of ‘ i
MACPro Access 10 vial systems and nformation Q ' Ko ! ;B R

TMSIS
| EE—
R Top 5 Links

Manuals
Access Provider Resources Site Access HCQIS Site Msicars Coverage Database
This website provides access to online applications to: The Health Care Quality Information Systems portal provides CMS Forms
heakth quaiity imp neEws. and data rep q
+ Obtain and maintain Nation Provider kentéier (NP1) tools and applications used by healthcare provwders and others. Transmittals
+ Enroll and update your information in the Medicare Provider
Enroliment System To bega, you must request access to specific programs within the MLN Products
+ Regster and Assist in the Medicare and Medicad Electronic Health portal

Records (EHR) Incente Programs

Get Started

7800 Secunty Boulevard, Halmore, WD 21242

A feceral goverunert wubsils maraged by the Curders fof Medcare & Medicaid Sanaces ;" . |
i ﬁ

2. Click the New User Registration link in the CMS Secure Portal section located in the
top-right section of the CMS Portal home page. The CMS Secure Portal section of the
page is shown in Figure 2-2.
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Figure 2-2: CMS Secure Portal Section

CMS Secure Portal

To log into the CMS Portal a CMS user
account is required

8 Login to CM5 Secure Portal

Forgot User ID7
Forgot Password?
MNew User Registration

3. The Terms and Conditions Page will open, as shown in Figure 2-3.
Figure 2-3: CMS Portal Terms and Conditions Page

Home | Aboul CHS | Hewssoom | Archive | @} Melo & Fags | [ Email | o Bt |

CMS,QOV Enterprise Portal

Centers for Medicare & Medicaid Services Leamn about your heslthcare gotions ik CM G gow

Healih Care Cuality lips ovement Sysiem  Provider Resomces
CMS Portal > Registration

Terms and Conditions

Consent To Monitering

By logging anta this website, you consent to be menitored. Unauthanzed attempls to upload imformation andior change information on this web site are strictly prohibited and are
Subpact 10 prosacution under the Computed Frawd snd Abuse Act of 1986 and Ttle 18 U.S.C. Sec 1001 and 1000. We encourage you 1o read the HHS Bules of Behsedi for mone
details

Protecting Your Privacy
Protecting your Privacy = a top piorty at CMS. We are commitied to ensuning the security and confidentiality of the user registenng to EIDM. Please read the CMS Privacy Act

which describes how we use the information you prowde

Collection Of Personal |dentifiable Information (P}

“Parsonal” irformation is described a5 data that is ureque 10 sn indvidual. such 35 8 name, address, telephone number, social security numder and date of birth (DOB)

ICMS is vary aware of the privacy concems around Pl data. In fact, we share your concems. Wa will only callact parsanal data to uniqualy idertify the wser registaring with the
system. We may alse use your answers to the challenge questions and ather Pll to later sdentify you in case you forget or mesplace your User ID Passward

I hawe read the HHE Rules of Behaiar ([HHS RoB), version 2010-0002 0015, dated August 26 3010 and understand and agree to comply wath #s proisions. | understand that
walations of the HHS RaB or information security policses and standards mary lead to disciplnary aclion, up to and including termination of employment; removal or debarment from
work on Federal confracts or projects; and/er revocation of access to Fedsral information, information sysiems, andfor facilibes; and may also include criminal penalties andior
nprisonment. | understand that exceptions to the HHS RoB must be authonzed in sdance in witing by the OPDIY Chief Information Officer or his/her designes. | also understand
that violation of laws, such as the Privacy Act of 1974, copyright 3w, and 18 LIS 2071, which the HHS RoB draw upon. can result in monetary fines sndior ciminal changes that
may rasul in imprsonment

1 agree to the terms and conditions

4. Read through the Terms and Conditions on the page. The page states that you content to
monitoring while accessing and using this website. The page also details the reasons for
collecting Personal Identifiable Information (PI1), which are that it will only be used to
uniquely identify the new user who is registering with the system. The page provides
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links to the HHS Rules of Behavior and the CMS Privacy Act Statement. If you agree to
the terms and conditions, click the corresponding check box and click the Next button.
Users must agree to the terms and conditions to continue the registration process. The
CMS Portal Registration page opens, as shown in Figure 2-4.

Figure 2-4: CMS Portal Registration Page

CMS QOV ‘Eniarprlse Portal toms | dioul CHS | Hamaroam | Acchwes | € Hslo AFAG: | L) Smail | & ot |
-
Centars for Medicara & Madicaid Services Laam sbout your healthears ootions | Emarch £z e [

Heailtly Care Guality imptovement Systemn  Provider Resou ces
CME Portal > Registration

= [ e

o Your Yeuw

Your Information

Enter your legal first rome and last name, as it may be required for identiy verification.

-Fast Midle Mamse:

- Last Mama: Suiffin

[=]

Enter your email address, as it will be used for account related comenurications.
- E-mail Address

Fg-enter your email address.
= Cordrm E-mail Address:

Emtar wour ful § digit social secunty number, &5 it may be required for iderdity wenfication
Social Securty Mumbar:

Emter wour date of birth, 88 it may be required for identity verihcation

- Drate of Bt
MM oo Y

Entar your current or mest recant home address, as it may be required for identity verification,

= Homne Address Line 1
Home Address Line 2

- City: - Stal » Zip Code: Code Extensi
ity & ip Tip Code nsion Country: USA

Emter wour primary pheang number, as it may be required for idemity verfication
= Primary Phone Numbar

A Padaral poswemaiant webails managed by e Camters for Medicars & Bedicaid Seniies
7500 Security Boulevard, Ballimons, MD 21244

5. Enter your personal information in the required fields which are indicated by an asterisk.
The additional fields are optional, but may be required for further identity verification.

ASP User Guide for Drug Manufacturers ASP Application Access
July 2014/ASP-V2.0 UMX-2.00 8



CMS XLC ASP Application Access

6. Click Next when completed. The screen shown in Figure 2-5will be displayed.
Figure 2-5: CMS Portal User ID and Password Selection

CMS gov |En'rerprise Portal Home | AboutCUS | Mewsroom | sechive | I Heip 8 FaDs | [ Eman | 4d Pant
-
Canters for Medicare & Madicaid Sanices Learn about your healthcare options Saanch CME gow

Health Care Guality gt svamant System Proader Resowces
CMS Porial > Repistration
-

" s
Chopse User 1D and Paaswond Craate User Thoose U 1D and Prssond

Choose User ID And Password

- User 1D
- Pasaword

« Confim Password

Select your Challenge Questions and Answers:

Your challengs questions and answers will be required for password and accound managament funclions
- Question:1 - Angwer1
- Question:2 Answer 2

- Question:3 - Answear-d

-

7. Enter your desired User ID in the User ID field. The User ID must be a minimum of 6
and a maximum of 74 alphanumeric characters. Allowed special characters are dashes (-),
underscores (_), apostrophes (“), @ and periods (.).

8. Enter your desired password in the Password field. The CMS Portal password must
conform to the following CMS ARS Password Policy:

Be changed at least every sixty (60) days;

Be a minimum of eight (8) and a maximum of twenty (20) characters;
Be changed only once a day;

Contain at least one (1) letter and one (1) number;

Contain at least one (1) uppercase and one (1) lowercase letter;

Not contain your User ID; and

@ -~ o oo T ®

Be different from your previous six (6) passwords.
9. Re-enter your desired password in the Confirm Password field.

10. Select a Challenge Question from each of the three (3) drop-down lists for which the
answer is known.

11. Enter the answers to the Challenge Questions in the corresponding Answer fields. The
special characters that are allowed are apostrophes (), hyphens (-), and spaces followed
by alphanumeric characters.

ASP User Guide for Drug Manufacturers ASP Application Access
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12. Click the Next button to complete the registration process. The Registration Complete
screen is displayed as shown in Figure 2-6.

Figure 2-6: CMS Portal Registration Complete

Home | Aboul CMS | Hewsrom | Aichive | €M Helo & Fags | (L Email | & Pro |

CMS_QOV Enterprise Portal

Centers for Medicare & Medicaid Services Leam about your heahhcare options Seanh ChiE.gov

Health Cal & Ciliy lingd ovaiment Systein  Prodidel Resouices

CMS Portal = Registration

Complets Hegiration

Registration Complete

[¥ou have now successfully complatad your registration e CMS Enterprise Identity Management [EIDM). Y ou will receie an E-mail acknowladging your successful registration to
EIDM and the E-mail will includa your User ID

Fleaze wait 5 minutes befors logging in, Selecting the 'OK button will dvect you 1o the CMS Portal Landng pags

13. Click OK to return to the CMS Portal Landing page. Please wait at least five (5) minutes
before logging on to the CMS Portal with your new user ID and password.

2.1.2 Requesting ASP Application Access

Perform the following steps to request access to the ASP Application:

1. Enter the address for the CMS portal (https:\\portal.cms.gov) into your web browser and
press Enter. The CMS Portal Home Page will open as shown in Figure 2-7.
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Figure 2-7: CMS Portal Home Page

CMS.QOV |Emerpnso Portal tams | Acout Cs | tersassom | Acnwe | € tisse A FAGs | ) Emas | & Bt |

Centers for Medicare & Medicaid Services Lo sbout youe hesthcare astees | § Saoe Ous gow

CMS Secure Portal

Tu log mes the CMS Potal 3 CMS user
SCCOuUNt 18 teQured

2 Infemateon for pecole wih emard {3 irginart
CMS Provides Health Coverage for 100 g Sunllewar
i1l eorsiowed and beceits,
Million People...
Eaner sloctrons ndy tiansten mesn
mone hme wek pataents and Cost
a3
lefoemnatan By chidyes op 10
Pvough Medicare, Medcand and the Chidren's Heath insurance Program e 20e 2013 8 need of heath Heathc e Profeyponyty Sefected py
Cars Lo pnpagton Adwsgry i ingeove Care
And with health nsurance refonms and health Care exchanges. we are 2 5
rproving health caro and ensunng coverage for oll Amencans -
lofemateon 10 Lake Sogih Cpee
1000 youe ssen hands, expiors
m mOre aBout how CM molementing the ANOrdat XA ANS LOTTIPSPLICS
Lea ore a0 ::::‘_U. L L gatle » ad J2xen Dow (e ASurdatis

Medicaid and CHIP Stay Connected with CMS
— Provaang our State partners wieh 3 Sngle poee of |
WACPT Access 1o veal systems and rformaton (C R )
thy S
and more
_6 Top 5 Links
Maraas
Access Provider Resources Site Access HCQIS Site Masicars Corage Databass
This wobsite provides access to online applications soc The Heath Care Qsalty information Systems portal prondes CMS Fommg
heathcars Gualty imgrovement news re3OUTes 3nd ALy reportng
+ Ottan snd marten Nison Prowde idestber (/P 10000 400 2ppicItens B0 by MURRcn Podiens 208 e Langmeah
+ Emoll and updule yout wloemation n (he Medcare Provder

Earchmet System To bege. you munt sequest SCCesS Lo SPecc progams witn the ML Peadecty
* Regster and Assat i e Medcare and Medcad Elacironc Heath portad
Racoeds (EHR) ncentis Programa

AR prestTaart metite T3NSt b B2 Jertery te M3 ED A MeSixd Teveis:

T DT fierat Batmaes WO J106

2. Click the Login to CMS Secure Portal button in the CMS Secure Portal section located
in the top-right section of the CMS Portal home page. The CMS Secure Portal section of
the page is shown in Figure 2-2.
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Figure 2-8: CMS Secure Portal Section

CMS Secure Portal

To log into the CMS Portal a CMS user
account is required

8 Login to CM5 Secure Portal

Forgot User ID7
Forgot Password?
MNew User Registration

3. The Terms and Conditions Page will open, as shown in Figure 2-3.
Figure 2-9: CMS Portal Terms and Conditions Page

Home | Aboul CHS | Hewssoom | Archive | @} Melo & Fags | [ Email | o Bt |

CMS,QOV Enterprise Portal

Centers for Medicare & Medicaid Services Leamn about your heslthcare gotions ik CM G gow

Healih Care Cuality lips ovement Sysiem  Provider Resomces
CMS Portal > Registration

Terms and Conditions

Consent To Monitering

By logging anta this website, you consent to be menitored. Unauthanzed attempls to upload imformation andior change information on this web site are strictly prohibited and are
Subpact 10 prosacution under the Computed Frawd snd Abuse Act of 1986 and Ttle 18 U.S.C. Sec 1001 and 1000. We encourage you 1o read the HHS Bules of Behsedi for mone
details

Protecting Your Privacy
Protecting your Privacy = a top piorty at CMS. We are commitied to ensuning the security and confidentiality of the user registenng to EIDM. Please read the CMS Privacy Act

which describes how we use the information you prowde

Collection Of Personal |dentifiable Information (P}

“Parsonal” irformation is described a5 data that is ureque 10 sn indvidual. such 35 8 name, address, telephone number, social security numder and date of birth (DOB)

ICMS is vary aware of the privacy concems around Pl data. In fact, we share your concems. Wa will only callact parsanal data to uniqualy idertify the wser registaring with the
system. We may alse use your answers to the challenge questions and ather Pll to later sdentify you in case you forget or mesplace your User ID Passward

I hawe read the HHE Rules of Behaiar ([HHS RoB), version 2010-0002 0015, dated August 26 3010 and understand and agree to comply wath #s proisions. | understand that
walations of the HHS RaB or information security policses and standards mary lead to disciplnary aclion, up to and including termination of employment; removal or debarment from
work on Federal confracts or projects; and/er revocation of access to Fedsral information, information sysiems, andfor facilibes; and may also include criminal penalties andior
nprisonment. | understand that exceptions to the HHS RoB must be authonzed in sdance in witing by the OPDIY Chief Information Officer or his/her designes. | also understand
that violation of laws, such as the Privacy Act of 1974, copyright 3w, and 18 LIS 2071, which the HHS RoB draw upon. can result in monetary fines sndior ciminal changes that
may rasul in imprsonment

1 agree to the terms and conditions

4. Read through the Terms and Conditions on the page. The page states that you content to
monitoring while accessing and using this website. The page also details the reasons for
collecting Personal Identifiable Information (PI1), which are that it will only be used to
uniquely identify the new user who is registering with the system. The page provides
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links to the HHS Rules of Behavior and the CMS Privacy Act Statement. If you agree to
the terms and conditions, click the corresponding check box and click the Next button.
Users must agree to the terms and conditions to continue the log-in process.

5. The CMS Portal Log In page opens as shown in Figure 2-10.
Figure 2-10: CMS Portal Log In Page

Home | About CuS | Newsroom | Archive | @D Hep & FAGs | L) Emat | L Print
CMs,gOV | Enterprise Portal

Centers for Medicare & Medicaid Services

Health Care Quality Improvement System  Provider Resources

Welcome to CMS Enterprise Portal

User ID

Password

Forgot Password?
EorgotUser1D?
Need an account? Click the link - New user reqistration

‘/ Y
Afederal government website managed by the Cenlers for Madicare & Medicaid Serices “
7500 Security Boulevard, Balimore, MD 21244 1

e

6. Enter your user ID and password and click Log In. The CMS Portal Home Page will

open. Click the Request Access Now button on the on the CMS Portal home page, as
shown in Figure 2-11.

Figure 2-11: Request Application Access Button

Request Application Access

Use the link below to request access to more applications.

Request Access Now

7. The View and Manage My Access page opens after clicking the Request Access Now
button, as shown in Figure 2-12.
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Figure 2-12: View and Manage My Access Page

(; QMC)é Enterprise Portal

My Portal
CMS Portal > My Access

-

My Access View and Manage My Access

Request New Application

Access Application Take An Action
View and Manage My Flzase request access to an apphication

Access

8. Click the Request New Application Access link in the My Access section. The request
New Application Access Page opens as shown in Figure 2-13.

Figure 2-13: Request New Application Access Page

CMS -
"gov Enterprise Portal

My Paital
CMS Patal = My Access

-

My Access
Request New Application Access
Beouest MNew ication
Accass Select an application and then & rols to request access
Wiew h by - Application Description Select ihe Application [=]

ACCESS

9. Click the Application Description drop-down box and select ASP Application.
10. A Role drop-down box will appear as shown in Figure 2-14.
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Figure 2-14: Request New Application Access Page — Select Role

CMS
“gov Enterprise Portal

My Ponal

CMS Pontal > My Access

-

My Access
Request New Application Access

Beguest Mew Application

"

\ 5 . Select an applicabion and then a rale Lo request access
Wigw and Mangge Iy

Access + Application Description ESD - ESD Application [=]

a «Rola i Tt ROk ':l

11. Select the appropriate role for the Role drop-down box and click Submit. The Identity
Verification page opens, as shown in Figure 2-15.

Figure 2-15: Identity Verification Page

CMS
"gov Enterprise Portal

My Portal
CMS Portal = My Access

=

My Access Identity Verification

Bequest New Apglication .

e = ; “You heve selected a role that requires & higher bevel of securty. You will need to complete ldentity Verficabion successfully, before requesting

E— access bo the selected role. Below ane a few items 1o keep in mend

iew and Manage My

Access  Ensura that you have amered your legal nama, current home address, primary phone number and email address comecthy. We will only
collect personal infoemation to verify your identity with Experian, an external idemtity venication prosider,

= |dentity Verificatsan imobes Expenan using infarmation from your cred® repart 1o help confirm your dentity. A% a resull, you may see an eniry
called a “soft inguiry” on your Experian credit report. Soft inguines do not affect your credit score and you do not incur any charges relsted to
them

= Condfirm that you have your personal and financial information available, as the Experian applcation will pose questions to you, based on data
in thewr files. You may want 1o abtain a copy of your credit repodrt, before proceeding with the role request by sebecting this link and following
the deections prowided - hitp s experian com. For adddional information. please see the Expenan Consumer Assistance link
hitpc/Ffereew. 2x0penian_comhelp

If you ebect to procesd nov, you will be prompted with 3 Terms and Conditions statement that explans how your Personal identifiable Information
(P} is used 1o confirm your idertity. Do you want to contnue?

12. The ldentity Verification page describes how your personal information will be used to
verify your identity before being assigned to the selected role. CMS uses Experian as an
external identity provider. Experian uses information from your credit report to assist
with confirming your identity. The Experian application will pose questions to you based

ASP User Guide for Drug Manufacturers ASP Application Access
July 2014/ASP-V2.0 UMX-2.00 15



CMS XLC ASP Application Access

on the data in your report. Read the Identity Verification page carefully, and click the
Next button to proceed. The Terms and Conditions page opens, as shown in Figure 2-16.

Figure 2-16: Terms and Conditions

My Portal
CMS Portal > My Access

-

My Access Terms and Conditions

Raquest New Application " "
Acceas Protecting Your Privacy

View and Manags My Protecting your Privacy is a top priorty at CMS. We are committed to ensunng the secunty and confidentiality of the user registenng to
Access EIDM. Please read the CMS Prvacy Act Statement | which descnbes how we use the information you prowde

Personal information is describad as data that is unique to an indmidual, such as a name, address, telephone number, social security
number, and date of binth (DOB). CMS 15 very aware of the privacy concerns around P data In fact, we share your concems. We will only
collect parsonal information to venfy your identaty. Your information will be disclosed to Expenian. an external authentication senace provider
to halp us verify your identity. If collected, we will validate your Social Security number with Experian only for the purposes of venfying your
wentity. Expenan verdies the information you give us against thes records. We may also use your answers to the challenge questions and
other Pll to later identify you in case you forget or misplace your User ID /Password

HHS Rules Of Behavior

We encourage you to read the HHS Rules of Behavor , whnch provides the appropnate use of all HHS mformation technology rescurces for
Department users, including Federal employees, contractors, and other system users

| have read the HHS Rules of Behawor (HHS RoB), version 2010-0002 00185, dated August 26 2010 and understand and agree to comply with
its provisions. | understand that wolations of the HHS RoB or information secunity policies and standards may lead to disciplinary action, up
1o and including termination of employment. removal or debarment from work on Federal contracts or projacts:. and/or revocation of access to
Federal information, information systems, and/or facities, and may also mclude criminal penaltses and/or imprisonment. | understand that
exceptions to the HHS RoB must be authonized in advance in writing by the OPDIV Chief information Officer or his/her designee. | aiso
understand that violation of laws, such as the Privacy Act of 1974, copyright law, and 18 USC 2071, which the HHS RoB draw upon, can
result in monetary fines and/or cnminal charges that may result m imprsonment

Identity Verification

| understand that the identity proofing servces being requested are ragulated by the Fair Credt Reporting Act and that my explicit consent is
required 10 use these semices | understand that any special procedures established by CMS for identity proofing using Expenan have been

met and the senvices reguested by CMS to Expenan will be usad solely to confirm the applicant’s identity to avoed fraudulent transactions in

the applicant’'s name

1 agree to the terms and conditions

— -

13. Read through the Terms and Conditions on the page. The page states that you content to
monitoring while accessing and using this website. The page also details the reasons for
collecting Personal Identifiable Information (PI1), which are that it will only be used to
uniquely identify the new user who is registering with the system. The page provides
links to the HHS Rules of Behavior and the CMS Privacy Act Statement. If you agree to
the terms and conditions, click the corresponding check box and click the Next button.
The Your Information page opens, as shown in Figure 2-17.
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Figure 2-17: Your Information Page

CMS t Port
“gov Enterprise Portal

My Portal
CMS Portal = My Access

Yo Information

My Access
Your Information

Regquest Mew Applicatan

W and Manage My Enter your legal first name and kst name, as it may be required for identity verification.

Middle Mame
Access = First Mame
Joseph
* Last Name Suffix
Do [=]

Enter your email address, as it will be usad for account related communscations.
* E-mad Address
oeinzahog com

Re-enter your email address.
= Confirm E-mail Address
fdos@yahoo . com

Enter your full 9 dgit secial security number, as it may be requared for identity vesfication
* Secial Securty Mumbsr

14. Much of the information on this page will be pre-populated in the corresponding fields.
Enter any missing information in the fields and click the Next button. A page will open
that will ask you a series of questions to verify your identity. These questions are
generated from the information in your credit report. Answer the questions and click the
Next button. Your identity will be verified based on your answers, and access to your
requested role will be granted.

15. You will now be able to access the ASP Application using the CMS Portal. The ASP
Application is accessed using a link that is displayed on you My Access page.
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3 ASP Application Home Page

The ASP Application is comprised of numerous pages and pop-up windows to allow drug
manufacturers to add, update, and view data entries (product data, financial data, certifications,
re-statements, and compliances). The ASP Application uses a consistent layout across pages. The
fields displayed on each page differ based on the type of user logged in and the privileges
assigned to the user role for the logged in user. You can enter data into fields in the ASP
Application unless the field is displayed with a gray background.

The ASP Application Home Page displays content based on your user role and the privileges
assigned to the user role. The user roles in the ASP Application are dynamic and are maintained
by the central system administrator. The ASP Application Home Page is shown in Figure 3-1.

Figure 3-1: ASP Application Home Page
Medicare Part B Average Sales Price Home

andes (POE} Ege Upload Formats (0]

Home
1 Welcome, ASPBOR!
Compliance
Semmary
Reporting Summa
Product Data portg g
Financial Data Current Reporting Quarter Q32014
Certification Current Submission Period Bagan : 07012014
Re-statoments Days n the Current Penod : 1“4
m"‘ Closing Date for the Curreat Submission Period : 07312014
Pricing Quarter : Q22014
Exit
= Next Reporting Quartes : 042014
Date Submission Begins for the Next Reporting Cuarter : 10012014
Messages: 3 Compliance Report
-
(2013.08.29) Lorem ipsum dolof it amet, consectetur adipiscing ol Suspendisse a Labeders are out of ¢ with data
CONSACtatur COMMOJO Urma, at mollis o¥t semper vitae. Praesest nec fevgiat.
CuIS (12345)
| have reviewed the message
GENERAL CORPORATION (00021, 00007)
{2013.08-02) Lorem ipsum dolor sit amet, consectetur adipiscing olit. Suspendisse
consectetur commodo urna, at mollis ot semper vitae. Praesent nec feuglat. MINFX N00O7Y
| have redewed the message
(2013.08.29) Lorem ipsum dolor sil amet, consectetur adipiscing elt. Suspendisse
consecteter Commodo urma, at mollis ¢bt semper vitae. Praeseat nec feuglat.
ASP User Guide for Drug Manufacturers ASP Application Home Page
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4 Data Submission

Drug manufacturers are required to submit quarterly drug data to the ASP application database
for ASP pricing using a file transfer process or through online data entry. Drug data consists of
product data and financial data. The following subsections detail the steps required to submit
drug and product data using online data entry and through approved file uploads.

4.1 Online Product Data

The ASP database provides drug manufacturers the ability submit Medicaid Part B drug product
data to CMS. Perform the following steps to enter drug product data using the online data entry
process:

1. Click the Product Data button on the left side menu on the ASP Application Home Page
and select Add Product Data from the drop-down list. The Add Product Data Selection
on the ASP Application home page is shown in Figure 4-1.

Figure 4-1: Add Product Data Selection
Medicare Part B Averae Sales Price Home

Downioads: Lser ¢ PRE) Elle Uctoad Formats (ig)
Welcome, ASPEOR!
Compliance
Swmmary
Reporting Summa
el oy
Add Prodect Data Current Reporting Guartes : Q32014
Update Product Current Sutemissioa Period Began : 07012014
Data
— — Days in the Current Sub Penod : 14
Moo Closing Date for the Curreat Ssbméssion Period : 07312014
= Pricing Quaner : Q22014
View Submutted
Drugs Next Reporting Quanaer Q42014
Financial Data Date Subenission Begins for the Next Reporting Quarter : 10012014
Centificavon
Re.statements Messages: 2 Compliance Report
Help -
B (2013-08-29) Lorem ipsum dolor sit amet, coasectelur adipiscing el Suspendisse a Labeders are out of with data
consectelur COmmodo urna, at mollis elit semper vitae. Praesent nec fevgiat.
CMS (12345)
Ihave reviewed e message
GENERAL CORPORATICN (00021, 00007)
(2013.08.02) Loren ipsum dolor Sit amet, consectelur adipiscing o8t Suspendisse
consectetus CoOmmOodo urna, at mollis elit semper vitae, Praesent nec fewgiat. WNEX (000071

1have reviewes e message P
‘ Yiew Compliance Status
(2013.08.29) Lorem ipsum dolor sit amet, Consectetur adipiscing ot Suspendisse
coasectetur Commodo urna, at mollis okt semper vitae. Praesent nec feegiat.

2. Click Add Product Data. The Add Product Data page opens, as shown in Figure 4-2.
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Figure 4-2: Add Product Data

Medicare Part B An.*erae Sales Price Add Product Data
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Upload NDC [ Expiration Date of Final Lot Sold
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g ric Hame = Conte st b bn WA DD: ermat
Drugs NBCY |
Financial Dats
Cestification Sarength — Add & i Ebar
Pk i of Product®
-slaiemen| A ation Hembsr WA Sa nantal Humbeae P Approval Type®
Volurrs Per e : - -
Halpy
.EHI'l . m:‘cﬁl Rems FDA Final Pre-Marketing Approval Date®

Grate must B in MLEDEY Y fommas

| Sawe | [ Reset

3. The Add Product Data pages defaults to the Add by NDC tab. Click the Add by
Alternate ID tab to open the Add Product Data page with the Add by Alternate ID view
which is displayed in Figure 4-3.

Figure 4-3: Add Product Data — Alternate ID

Medicare Part B Average Sales Price Add Product Data Help
Home Reporting Period: O3 2014
Compliance
Smmmary
* denotes reguined field
Add Product Dwta
ASaby NDC  Asd by ANsrnats 1D
Updats Prodect
Data ARernate " Manuiacherer Hame® Dade of Firsd Saks®
e —— Datn it be in MMDOWYYY formai
Product Data Has Brand Hame?
u Expiration Dabe of Final Lot Sold
o Ganeric Rame® . Dimim ot b b WLVDNYYYY Torvrsat
Drugs
Financiad Daty
Cenilicanon Strengis I— Add Addibonal FDA Sulplsmental Mums
of Proguct*
Re-statements FDA Application Mumbar® FMA Smpplemssaial Bambsy FDA Approval Type®
Vokume Per lem® [ [ | =z
Hedp
Huembar of ltems .
o oot FOA Fissl P MBrating Approval Date
Date st b b= MBADOYYYY forrmant
Savk | Resel

The following table describes the fields and the user actions on the Add Product Data screens.

Table 4-1 Add Product Data Page Information
Name User Action Comments
- NDC1 — Click the arrow on drop- e NDCl1 is arequired field if Alternate ID is missing.
down box and select the . - .
desired National Drug Code | ® NDC1 is a 5-digit numeric entry.
(NDC).
ASP User Guide for Drug Manufacturers Data Submission
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Name User Action Comments
— Add new — Click the link to add a New Link displayed when the “Add by NDC” tab is
NDC1 (link) NDC1. selected.
— Add by — Click the link to enter an Link is displayed when Add new NDCL1 link is
Existing NDC1 existing NDC1. selected.
— NDC2 Enter the NDC2 in the field. NDC2 is a required field if Alternate ID is missing.
NDC2 is a 4-digit numeric entry.
— NDC3 Enter the NDC3 in the field. NDC3 is a required field if Alternate ID is missing.
NDC3 is a 2-digit numeric entry.
— Alternate ID Enter the Alternate Product Alt ID is required if NDC is missing.
ID
— Manufacturer Enter the name of the drug’s If a new manufacturer is entered, the ASP
Name manufacturer. Application, the manufacturer's name will be
marked ‘Pending.’
— Brand Name Enter the brand name of the The Brand Name field is only displayed when the

— Generic Name

— Date of First
Sale

— Expiration
Date of Final
Lot Sold

— Strength of
Product

— Volume Per
Item

drug in the field.

Select the Generic Name
from the drop-down list.

Enter the date when the
drug was first available for
sale.

Enter the expiration date of
the final lot that was sold.
Scroll through the pop-up
calendar for the desired
date, or enter the date
directly into the field.

— Enter the Strength of

product in the field.

— Enter the Volume per Item in

the field.

Has Brand Name? box is checked.

Brand Name is required if the Has Brand Name?
box is checked.

The Brand Name is limited to 250 characters.

The Brand Name field is optional.

The Generic Name is required.

The Date of First Sale is required.
The date format is MM/DD/YYYY.

Date of First Sale cannot occur before the FDA
Final Pre-Marketing/Approval Date.

Date of First Sale must occur prior to the reporting
period start date.

The date format is MM/DD/YYYY.

The Expiration Date of Final Lot Sold field is
optional.

The Strength of Product is required.

The Strength of Product has a limit of 250
characters.

The Volume per Item is required.

The Volume per Item has a limit of 250 characters.
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Name User Action Comments

— Number of — Enter the Number of Items e  The Number of Items per NDC is required.
Items per NDC per NDC in the field.

— FDA — Enter the FDA Application e The FDA Application Number is required.
Application Number in the field. L .
Number e The FDA Application Number format is

alphanumeric.

— FDA Final Pre- — Enter the FDA Final Pre- e The FDA Final Pre-Marketing Approval Date is
Marketing Marketing Approval Date. required.
Approval Date Scroll through the pop-up

calendar for the desired L] The date format is MM/DD/YYYY.

date, or enter the date o The FDA Final Pre-marketing Approval Date
directly into the field. cannot be after the entered date of the data.
- FDA — Enter the FDA Supplemental | ¢  The FDA Supplemental Number format must be
Supplemental Number in the field. alphanumeric.
Number

e The FDA Supplemental Number field is optional

— FDA Approval — Select the FDA Approval e The FDA Approval Type is required.
Type Type from the drop-down
list.

4.2  Upload Product Data — File Transfer

The ASP database provides drug manufacturers the ability submit Medicaid Part B drug data to
CMS. Perform the following steps to upload drug product data using the file transfer process:

1. Click the Product Data button on the left side menu on the ASP Application Home Page
and select Product Data Upload from the drop-down list. The Product Data Upload
Selection on the ASP Application home page is shown in Figure 4-4.
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Figure 4-4: Product Data Upload Selection
Medicare Part Aera sales Price Home

i Downloacs: User Guides (POF) File Upload Feemats (ig)

l

| Comphiance
Semmary

Proguct Data

ASPBOR!

Reporting Summary

| Add Product Data Current Reportng Quarter : Q32014
m.;;;M Current Submission Period Begaa © 07012014
ﬁo..‘:.___.,_ Days n the Current Period © 1%
Closisg Date for the Current Ssbmission Period : 07312014
Pricing Quarter : Q22014
Next Roporting Quarter : Q42014
Date Submession Begms for the Next Reporting Guarter : 10012014
| Re-statements Messages: = Compliance Report
| Help | [ewar . |s)
1-‘,"‘ (2013.08:29) Lorem ipswm dolor sit amet, ol a Labelers are out of COmpHance With ¢ata reportieg requirements,
consectelur COmMOSo BIna, 3t mollls elt Semper vitae. Praesent nec fewgiat.
CMS (12345)

1 have reviewed the message
GENERAL CORPORATION (00007, 00021)
(2013.08.02) Lorem ipsum dolor Sit amel, consecletur adipiscing il Suspendisse
consectetur COMMOSo uIma, at mollis ekt semper vitae. Pragsent noc fesgiat. MINEX INONOTY

1have redewed the message - e
i Yiew Cometiance Status

(2013-08.29) Lorem ipswm dolor sit amet, o
consectetur commodo urma, at mollis ekt semper vitae. Praesent nec feugiat.

2. Click Product Data Upload. The Product Data Upload page opens, as shown in Figure

4-5.
Figure 4-5: Product Data Upload
Medicare Part B Average Sales Price Product Data Upload Help
Home Current Reporting Period: Q3 2014
Compliance

Smmmary Browse for new or corrected product data

3. If the drug product data has been entered and saved to a file of an acceptable file format,
click Browse to locate the file path and name of the file to be uploaded.

4. If the drug product data has not been entered and saved to a file of an acceptable file
format, click the Click here of acceptable file formats link. A pop-up window opens
asking for authorization to upload a .zip file containing the file formats, as shown in
Figure 4-6.
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Figure 4-6: Attachment Upload -- .zip File

I
Opening File Upload Formats.zip [t
¥ou have chosen to open:

1l File Upload Formats.zip
which i WinZip File (31.8 KB)
frome http://209.251.176.37

‘What should Firefox do with thas file?

@ | Dpen with | WinZip (default]) -
Save File

Do this gutamatically far files ke this from now an.

oK [ canest

5. Click OK to upload the .zip file. The .zip file opens displaying the acceptable file format
templates, as shown in Figure 4-7.

Figure 4-7: Acceptable File Format Templates

& Mame Type Mo dified Size Raboe  Pactked Path

___ SlfnanceTemplateats ] Micropoft OF.. | TRG/ININSL AM | Mie HE 63W | 0000000
‘ﬂflnanc:TmFIa!e.ﬂm Microsoft OF... T7/26/2013F %50 AM 11418 2I7% 8304
@f:nlnrrT«nplatr.rw Micrasoft OF,.,  770/003 422 PM 184 X% 137
] product Template.cov Microsaft Of..  6/26/20013 414 PM 58 5T% 26
B product Templateds: Microsoft OF..,  7/26/2013 10:01 AM 1340 2% 100MW
S_IIpmductTunplatz.lds Microsoft OF...  7/26/2003 10:01 AM ITHE  TE% 6212

4 m b

6. Click any one of the Product Template files to open a product data template. There are
three options: productTemplate.csv, productTemplate.xIsx and productTemplate.xls. A
sample template is shown in Figure 4-8.
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Figure 4-8: Sample Product Data Template

A B C 4] E F G H | 1 K L M M o P Q R 5
Manulsct| NDC1 N2 HOC3 Alernste| Generic | Brand | Strength | Volume | Number | Expiratio’ Date of FOA FOA | FDA TAddition] Addition] FDA 7 Addition
urer's [[1] Hama Hame ofthe |Parliem | of liems |n Date of |  First |Applicati | Applicati| Approval | al FDA | al FDA |Approval al FOW
Hame Prosduet Per NOC |Final Lot|  Sale on on Type |Applicati Applicat| Type |Applicat

Sold Humbar | Supplem on on Numbsar an
ent Humber | Supplem Ll Hurmilses

Humbar # ant &2

Humber
#

W

8 o ||

* Please note that not all rows of the template are displayed in Figure 4-8.

7. Enter the drug product information on the template. The entries on the template consist of
the same fields that are described in Section 2.2, Upload Product Data — Online Data
Entry. Refer to Table 2-1 for a description of the fields and which fields are required.
Save the file using a different name and to an easily accessible location on your
computer. Close the file and return to the Upload Product Data page.

8. Click Browse to locate the file path and name of the file to be uploaded. A file upload
window will open.

9. Locate the file and click Open. The File Upload window will close, and the file to be
uploaded will be displayed on the Upload Product Data page, as shown in Figure 4-9.

Figure 4-9: Upload Product Data — File to be Uploaded

Product Data Upload

ferma Currest Reparming Paned: 63 3014

Sumamary Browis Tor new of comected product data

Frodect Data
A Proud | Conla '
=

Ve Laalevalle]

Fengnsusd Curin
[ ]

R alatererali

10. Click Upload. The Product Data Upload result screen will be displayed, along with a
message that the product data has been successfully saved, as shown in Figure 4-10.
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Figure 4-10: Product Data Upload Result

Product Data Upload

Heome: Current Reporting Period: GF 2014
Compliance
T, Browse for new or corrected product data
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Update Prodect
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Drugs Report of Transmitted Drugs via File Upload
Financiel Cein Updead Diale-2014-07-18 1428900
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1 Out O 4 Product Dats kas boan Successiully Saved.
R siemenis
Help | showing 1 Resutt Previous First 1 Last Next
Exit Drug Name Generic (Brand Mame) | Strength | Volume | Humber | Dateof | Expiration | FDA DA Status

Iy Asiralensca insulin] Ghesom) 28 T 0 0712013 | 0503018 | ANDAT | D101 Uploaded-Suctss
A1ZITBY
i

BeEETTT

[ showing 1 Resuit Previous First 1 Last Mext

11. The Product Data Upload result screen will display a report of the drug product data that
was just uploaded using the file transfer process. Review the data on the screen. Data that
may be missing will be shown in the Status column. A sample upload with missing data
is shown in Figure 4-11.

Figure 4-11: Product Data Upload — Error

Medicare Part B Average Sales Price Product Data Upload
e —— B

Home Current Reporting Period: Q3 2014

Browse for new or corrected product data

Drugs Report of Transmitted Drugs via File Upload
Finaacisl Dats Uipload Date-2014-07-17 03:21:50.0
Certificaiion
NoValid Data Present o be saved.Total 1 drugs uploaded. |
Re-statoments
e [Snowing 1 Resun Previous. First 1 Last_Next |
Exit

ngulin Asiralensca HEULIN(Ghuoo®) 23 L 10 OFI2011 | DEB0R01E i LDk FOA Approwal Typs
L] Réquired

| Showing 1 Resut Previous First 1 Last Mext |

12. Reopen the file that was uploaded and make the necessary corrections. Save the file, and
repeat Step 8 through Step 10.
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4.3 Add Financial Data — Online Data Entry

The ASP database provides drug manufacturers the ability submit Medicaid Part B drug financial

data to CMS. Perform the following steps to add drug financial data using the online data entry
process:

1. Click the Financial Data button on the left side menu on the ASP Application Home
Page and select Add/Edit Financial Data from the drop-down list. The Add/Edit
Financial Data Selection on the ASP Application home page is shown in Figure 4-12.

Figure 4-12: Add/Edit Financial Data Selection

Medicare Part B Averae Sales Price

Home Oownioads. User G \pioad Formats (el

et \Neicome, ASPEOR!

Compliance
Semmary

‘ Reporting Summa
Product Data P 9 i)

Cutrent Reporting Quartes Q32014
ASOESE Pinencial | Cutrent Submissica Period Began : 07012014
n.,“, Days R in the Current Period : 12
emetryetod Closing Date for the Current Submission Period : 07312014

B Pricing Quarter : 022014

Cerufication
— Next Reporting Quarter : Q42014

iwinscomncinn Dato Ssbmissica Bagins for the Next Reporting Quarter : 10012014

| Help

Exit Messages: Compliance Report

ewa  [=)
(2013-08-29) Lorem ipsum dolor sit amet, elit. a Labeders are out of with data
consectetur Commodo urna, at molis elit semper vitae. Praesent nec feuglal
F CUS (12245)
| Bive reviewed he message

GENERAL CORPORATICN (00021)
(2013.08.02) Loreen psum dolor sit amet, coasectetur adipiscing elit. Suspendisse
consectetur COmmMOdo urna, at molis elit samper vitae, Prassent nac feugiat. GEX DOAS

1 have reviowed the message

(2013-08-29) Lorem psum dolor sit amet, etur elit.
consectelur Commodo urna, at molis elit semper vitae, Praesent nec feuglal

2. Click Add/Edit Financial Data. The Add or Edit Financial Data page opens, as shown
in Figure 4-13.
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Figure 4-13: Add or Edit Financial Data Home Page

Medicare Part B Average Sales Price Add Or Edit Financial Data Halp

Home: Current Reporting Period: Q3 2014

Eum:r“ Dieg kbentifies: | Search |

Prideci nate |Shmmg 1 - 20 of 29 Resulls. Previous First 1, 2. Lasl  Next |
Drug ldentstier Genedic [Dasd ame) Manutactsrers  Number of ASP Vimokesale Mumber of Cap Status, Vi Delads |

o 0O0D0-0000-01 AMPORUGT [ I [ I PENDING Prodgt Financial

Firancial Data : i

Upload 0O0D0-ST4T-57 AMPDRUGT [ I [ [ PENDING Produgt Finarcia

Lo 00001000003 MPDRUGT [ [ [ [ PENDING Product Financial

Re.ntalements i
DO0DT-0000-02 AMPDRUGT [ I [ [ PENDING Produrt Fingecial

Hedp | |

Exit DO0DT-5476-02 AMPORUGY [ [ [ [ PENDING Product Financial
0O021-0000-06 AMPORUGT [ I [ [ SAED Proguet Finansial
00033-0000-04 AMPORLG [ [ | [ PENDING Eredud Einancial
DOE51-0000-05 AMPDRUGT f I [ [ PENCNG Progurt Finansial
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51009-0733-82 LINA HYDRCHLORIDE [ [ I [ CERTFIED Produrt Financial
51093.0941.99 | KANACITIRIC DYSPEPTASE [ I [ [ ) e —
S1220-8202-00 MUSELM FORTE [ [ | [ RE-STATED CERTIFIED Progurt Financial
s2ra0213.20 | DRUGHES [ I [ [ SAED | Prosse Fnancs
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The following table describes the fields and the user actions on the Add or Edit Financial Data

screen.

Table 4-2

Add or Edit Financial Data Home Page Information

Name

User Action

Comments

— Manufacturer’s

ASP

— Enter or update the

Manufacturer's Average
Sale Price (ASP) in the field.

The Manufacturer's ASP is a required field.

The Manufacturer's ASP must be in a numeric
format.

The Manufacturer's ASP must have three decimal
places (i.e., XXXXX.XXX).

The Manufacturer’'s ASP can be a positive number,
a negative number, or be equal to 0.

— Number of
ASP Units

— Enter the drug’s ASP Units

in the field.

The Number of ASP Units is a required field.

The Number of ASP Units must be in a numeric
format.

The Number of ASP Units must have three decimal
places (i.e., XXXXXXXXX. XXX).

The Number of ASP Units can be a positive
number, a negative number, or equal to zero (0).
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Name User Action Comments

— Wholesale — Enter the Wholesale e The WAC is a required field.
Acquisition Acquisition Cost (WAC) in . .
Cost the field. e  The WAC must be in a numeric format.

e The WAC must have three decimal places (i.e.,
XXXXX.XX).

e The WAC can be a positive humber, a negative
number, or equal to zero (0).

— Number of — Enter the Number of CAP e  The Number of CAP Units Excluded is a required
CAP Units Unites Excluded field.
Excluded

e  The Number of CAP Units Excluded must have
three decimal places (i.e., XXXXXXXXX.XXX).

e  The Number of CAP Units Excluded can be a
positive number, a negative number, or equal to
zero (0).

3. The Add or Edit Financial Data home page lists all of the drugs that have been submitted
during the current reporting period. Scroll through the list of drugs displayed on the Add
or Edit Financial Data home page in order to locate the drug(s) needing financial data
added or updated, or enter the drug identifier in the Drug Identifier field and click
Search to filter the results.

4. Enter the Manufacturer’s ASP, Number of ASP Units, Wholesale Acquisition Cost,
and Number of CAP Units Excluded in the respective fields.

5. Click the Save Financial Data button to add the drug financial data. Figure 4-14 will be
displayed, which indicates that the drug financial data has been successfully saved to the
ASP application database.

Figure 4-14: Add or Edit Financial Data — Financial Data Saved
Medicare Part B Average Sales Price Add Or Edit Financial Data Help

Hema FIUARCIAL DATA, SAVED

Compliance

Smmmary
Current Reporting Pericd; 83 2014
Proguct Data

=T —

oot Fnsecitt | | showing all 2 Results Previous First 1 Last Hext ]
; - Drug kenbsser Gonwic [Brand Name) Manusachsrers  NumEss of ASP Wholesale Humbar of Cap Stalus VW Details
— | _ A s AcousiionCost | Unis Excludod |
T O0D0-H000-01 AMPDRIIG1 [ [ [ SAED Produc Financial
Re-stalpments OO00-8TETST AMPDRLGT | [ [ [ SAVED Erodud Fmandal
Haidp Showing all 2 Results. Previous First 1 Last Mext
[Exit = L

Export = =2

Sawe Financial Data

4.4  Upload Financial Data — File Transfer

The ASP database provides drug manufacturers the ability submit Medicaid Part B financial data
to CMS. Perform the following steps to upload drug financial data using the file transfer
process:
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1. Click the Financial Data button on the left side menu on the ASP Application Home
Page and select Financial Data Upload from the drop-down list. The Financial Data
Upload selection on the ASP Application home page is shown in Figure 4-15.

Figure 4-15: Financial Data Upload Selection

Home

Medicare Part B Averae Sales Price
Downloacs: User Gusdes (POF) File Ugload Formats Qig)
1 Welcome, ASPEOR!

) Canouna
i Reporting Summa
Product Data porting ry
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mla Financial Current Ssbmissica Period Begaa © 07012014
—— - Days In the Current Period : 12
"""""""” Closing Date for the Current Submission Period : 07312014
Pricing Quarter : Q22014
| Coﬂm:ubon
Next Reporting Cearter : Q42014
! 0 et Date Submission Begins for the Next Reporting Cuarter : 10012014
Help
| Exit Messages: a Compliance Report
(2013.08.29) Lorem ipsem dolor sit amet, el a Labeders are out of compliance with data reporting requirements.,

CONSEctetur COmMMOdo wrna, at moliis elit semper vitae, Praesent nec feugiat,

CMS (12345)
Ihave revdewed the message

GENERAL CORPORATION (00021)

{2013.08.02) Lorem ipsem dolor sit amet, ot
consectetur commodo urna, at mollis olit semper vitae. Praesent nec feugiat. GSK INORS2Y

I have reviewed the message

(2013.08.29) Lorem ipsam dolor sit amet, et
consectetur commodo srna, al mollis elit semper vitao. Praesent nec feugial.

2. Click Financial Data Upload. The Financial Data Upload page opens, as shown in
Figure 4-16.

Figure 4-16: Financial Data Upload Page

Medicare Part B Average Sales Price Financial Data Upload
e
Home: Current Reporting Period: Q3 2014
Compliance
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Product Dats
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Upload
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[Exit

3. If the drug financial data has been entered and saves to a file of an acceptable file format,
click Browse to locate the file path and name of the file to be uploaded.

4. If the drug financial data has not been entered and saves to a file of an acceptable file
format, click the Click here of acceptable file formats link. A pop-up window opens
asking for authorization to upload a .zip file containing the file formats, as shown in
Figure 4-17.
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Figure 4-17: Attachment Upload -- .zip File

I
Opening File Upload Formats.zip [t
¥ou have chosen to open:

1l File Upload Formats.zip
which i WinZip File (31.8 KB)
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Save File
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5. Click OK to upload the .zip file. The .zip file opens displaying the acceptable file form
templates, as shown in Figure 4-18.

Figure 4-18: Acceptable File Format Templates

& Mame Type Mo dified Size Raboe  Pactked Path
___ SlfnanceTemplateats ] Micropoft OF.. | TRG/ININSL AM | Mie HE 63W | 0000000
‘ﬂflnanc:TmFIa!e.ﬂm Microsoft OF... T7/26/2013F %50 AM 11418 2I7% 8304
@f:nlnrrT«nplatr.rw Micrasoft OF,.,  770/003 422 PM 184 X% 137
] product Template.cov Microsaft Of..  6/26/20013 414 PM 58 5T% 26
B product Templateds: Microsoft OF..,  7/26/2013 10:01 AM 1340 2% 100MW
S_IIpmductTunplatz.lds Microsoft OF...  7/26/2003 10:01 AM ITHE  TE% 6212
4 m b

6. Click any one of Finance Template files to open a finance data template. There are three
finance upload template options: financeTemplate.csv, financeTemplate.xIsx and
financeTemplate.xls. A sample template is shown in Figure 4-19.
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Figure 4-19: Sample Financial Data Template

A B C D E F G H ] J K
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Price
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7. Enter the drug financial information on the template. The entries on the template consist of
the same fields that are described in Section 2.3, Add Financial Data — Online Entry. Refer
to Table 2-2 for a description of the fields and which fields are required. Save the file using
a different name and to an easily accessible location on your computer. Close the file and
return to the Upload Financial Data page.

8. Click Browse to locate the file path and name of the file to be uploaded. A file upload
window will open.

9. Locate the file and click Open. The File Upload window will close, and the file to be
uploaded will be displayed on the Upload Product Data page, as shown in Figure 4-20.

Figure 4-20: Financial Data Upload — File to be Uploaded
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10. Click Upload. The Upload Financial Data Result screen will open, as shown in Figure 4-
21.
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Figure 4-21: Financial Data Upload -- Result
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11. The Upload Financial Data Result screen displays a report of the drug financial data that
was just uploaded using the file transfer process. Review the data on the screen. Data that
may be missing will be shown in the Status column. A sample upload with missing data is
shown in Figure 4-22.

Figure 4-22: Financial Data Upload — Error
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12. Reopen the file that was uploaded and make the necessary corrections. Save the file, and
repeat Step 8 through Step 10.

13. Click Home on the main menu bar to return to the Medicare Part B ASP Application home
page.
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4.5  View Submitted Drug Data

Drug manufacturers have the ability to view drug data that has been submitted and certified

during the current reporting period. Drug manufacturers cannot update or edit drug data using
this feature.

Perform the following steps to view submitted drug data:

1. Click the Product Data button on the left side menu on the ASP Application Home Page
and select View Submitted Drugs from the drop-down list. The View Submitted Drugs
Selection on the ASP Application home page is shown in Figure 4-23.

Figure 4-23: View Submitted Drugs Selection
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2. Click View Submitted Drugs. The View Submitted Drugs page opens, as shown in
Figure 4-24.

ASP User Guide for Drug Manufacturers

Data Submission
July 2014/ASP-V2.0 UMX-2.00

34



CMS XLC

Data Submission
Figure 4-24: View Submitted Drugs
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3. Drug financial data and drug product data are displayed on this screen. This screen can be
used to verify drug data for accuracy. Scroll through the list of drugs displayed on the
View Submitted Drugs page in order to locate the drug(s) needing financial data added or
updated, or enter the drug identifier in the Drug Identifier field and click Search to filter

the results Click Home on the main menu bar to return to the Medicare Part B ASP
Application home page.
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5 Certifications

Data certification is a process where a drug manufacturer certifies the accuracy of the drug data.
In this section, data are selected and marked for immediate certification or later certification.
Selection may be one drug product item, a list of drug items or all drug items pending
certification for a manufacturer. The Drug Manufacturer gathers required quarterly drug data
and submits it to CM for ASP pricing. The Drug Manufacturer certifies that the data reported are
correct.

5.1  Certify Drug Data Online

If you have the appropriate user access, the ASP Application provides drug manufacturers the
ability to certify the accuracy of drug data that has been previously submitted. Perform the
following steps to certify drug data online:

1. Begin certifying drug data by clicking the Certification button on the left side menu on the
ASP Application Home Page and select Drug Certification from the drop-down list, as
shown in Figure 5-1.

Figure 5-1: Drug Certification Selection
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2. Click Drug Certification. The Drug Certification page opens, as shown in Figure 5-2.
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Figure 5-2: Drug Certification Home Page
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The following table describes the fields and the user actions on the Drug Certification Screen..

Table 5-1 Select Certification Status Page Information
Name User Action Comments
— Reporting — Click the arrow on drop- | e  Defaults to the current quarterly reporting period.
Period down box and select the
desired quarterly
reporting period.
— Selection — Click the arrow on the ¢ Results will be displayed depending on the
Option drop-down box and selection of one of the following values: Drug Data
scroll through the list of Pending Certification; Drug Data Certified this
values. Click the Period; and View All Drugs in Period.
desired value.
— Manufactu — Click the arrow on the o Defaults to the View All value, which will display all
rer Name drop-down box to of the manufacturers’ names for the selected
display the list of quarterly reporting period.
manufacturer names
— Drug — Enter all or part of the e This field is optional.
Identifier drug identifier in the

Drug Identifier field.

3. Select the desired quarterly reporting period from the Reporting Period drop-down list.

4. Select Drug Data Pending Certification from the Selection Option drop-down list (Drug
Data Pending Certification is the default value).
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5. Select the desired drug identifier from the Manufacturer Name drop-down list. The View
All value is the default value and will display all of the drugs for the selected quarterly
reporting period in the results,

OR
Enter all of part of the drug identifier in the Drug Identifier field.

6. Click the Submit button. The Drug Certification page shown in Figure 5-3 is displayed.
This page lists the drug data that are pending certification for the selected quarterly
reporting period. Each drug that is listed displays the following data: Drug Identifier;
Generic (Brand Name); Manufacturer’s ASP; Number of ASP Units; Wholesale
Acquisition Cost; Number of CAP Units Excluded; Status and Drug Details links.

Figure 5-3: Drug Certification Page — Pending
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7. Click the Product link on any of the listed drugs to review the drug’s product details. The
drug product details are displayed in Figure 5-4.

Figure 5-4: Product Details
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8. The drug’s product details that are displayed are the following: Manufacturer’s Name;
Generic (Brand Name); Strength of Product; VVolume Per Item; Number of Items per
NDC/AItID; Date of First Sale; Expiration Date of Final Lot Sold; FDA Approval Date;

FDA Approval Type/App #/Supp #; and Status. Click the Close link to hide the drug
product data details.

9. Click the Financial link on any of the listed drugs to review the drug’s financial details.
The drug financial details are displayed in Figure 5-5.
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Figure 5-5: Financial Details
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10. The drug’s financial details that are displayed are the following: Reporting Period;
Manufacturer’s ASP; Number of ASP Units; Wholesale Acquisition Cost; Number of CAP

Units Excluded; Status; and Drug Details links. Click the Close link to hide the drug
financial data.

11. Select the drugs to be certified. This can be done by clicking the Certify check box of the
individual drugs or by clicking the Certify All Data button at the bottom of the page. If a

drug is checked inadvertently, click the Reset All Checked Drugs button to clear the drug
check boxes.

12. Click the Certify Selected Data button or the Certify All Data button to begin the

certification process. The Data Certification Statement opens in a pop-up window as shown
in Figure 5-6.

Figure 5-6: Data Certification Statement

X

Data Certification Statement:

| certify that the reported Average Sales Prices were calculated accurately and
that all information and statements made in the submission are true, complete,
and current to the best of my knowledge and belief and are made in good faith. |
understand that information contained in this submission may be used for
Medicare reimbursement purposes

| agree to the above certification Statement

| Proceed to Certify Data |

13. Review the certification statement that pertains to product certifications.
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14. Check the box next to | agree to the above certification statement to continue the
certification process.

15. Click the Proceed to Certify Data button located beneath the certification statement
checkbox. The Proceed to Certify Data button is shown in Figure 5-7.

Figure 5-7: Proceed to Certify Data Button
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16. The ASP Application certifies the drug(s) and displays the confirmation message displayed
in Figure 5-8.

Figure 5-8: Certification Confirmation Message
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5.2  View Drug Data

Drug Manufacturers have the ability to view all drug data that were certified during a selected
reporting period. In addition, Drug Manufacturers also have the ability to view all drug data, with
the statuses of Certified, Saved, or Pending, in a selected reporting period. These functions allow
drug manufacturers to view the drug data certification history for each submission.

5.2.1 View Drug Data Certified in the Reporting Period

Perform the following steps to view drug data that were certified during a selected reporting
period:
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4.

5.

Click the Certification button on the left side menu on the ASP Application Home Page
and select Drug Certification from the drop-down list. The Drug Certification page opens
(See Figure 5-2).

Select the desired reporting period from the Reporting Period drop-down list.

Select the Drug Data Certified this Period option from the Select Option drop-down list,
as shown in Figure 5-9.

Figure 5-9: Drug Data Certified This Period Option

Select the desired manufacturer from the Manufacturer Name drop-down list. The View
All value is the default value and will display all of the drugs for the selected quarterly
reporting period in the results,

OR
Enter all of part of the drug identifier in the Drug Identifier field.

Click the Submit button. The search results will be displayed, as shown in Figure 5-10.
Figure 5-10: Drug Data Certified This Period Results
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Each record of drug data that has been certified displays the following: Drug Identifier;
Generic (Brand Name); Manufacturer’s ASP; Number of ASP Units; Wholesale
Acquisition Cost; Number of CAP Units Excluded; Status and Drug Details links. Click the
Product or Financial links under View Details to review the product or financial data for
a selected drug (See Figure 5-4 and Figure 5-5). Click the Close link to hide the drug
product data and drug financial data.
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5.2.2 View All Drug Data in the Reporting Period

Perform the following steps to view all drug data with statuses of Certified, Saved, or Pending
during a selected reporting period:

1. Click the Certification button on the left side menu on the ASP Application Home Page
and select Drug Certification from the drop-down list. The Drug Certification page opens
(See Figure 5-2).

2. Select the desired reporting period from the Reporting Period drop-down list.

3. Select the View All Drugs in Period option from the Select Option drop-down list, as
shown in Figure 5-11.

Figure 5-11: View All Drugs in Period Option

Drug Data Pendieg Carsfication for Reporting Perisd 03 2014

| Dreg isantne:

4. Select the desired manufacturer from the Manufacturer Name drop-down list. The View
All value is the default value and will display all of the drugs for the selected quarterly
reporting period in the results,

OR
Enter all of part of the drug identifier in the Drug Identifier field.

5. Click the Submit button or press Enter. The search results will be displayed, as shown in
Figure 5-12.

Figure 5-12: View All Drugs in Period Results
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6. Each record of the View All Drugs in Period Results displays the following: Drug
Identifier; Generic (Brand name): Manufacturer’s ASP; Number of ASP Units; Wholesale
Acquisition Cost; Number of CAP Units Excluded; Status and View Details links. Click
the Product or Financial links under View Details to review the product or financial data
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for a selected drug (See Figure 5-4 and Figure 5-5). Click the Close link to hide the drug
product data and drug financial data.

5.3  Certification Assumptions

Drug Manufacturers can submit comments regarding their certifications to CMS. These
comments may be submitted during both the current and prior reporting periods. Perform the
following steps to submit certification assumptions to CMS:

1. Begin certifying drug data by clicking the Certification button on the left side menu on the
ASP Application Home Page and select Assumptions from the drop-down list. The
Assumptions selection is shown in Figure 5-13.

Figure 5-13: Certification Assumptions Selection
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2. The Certification Assumptions pages opens, as shown in Figure 5-14.
Figure 5-14: Certification Assumptions Page
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3. Select the desired reporting period from the Reporting Period drop-down list.
4. Select the desired manufacturer name from the Manufacturer Name drop-down list.

5. The ASP Application allows assumptions to be submitted by entering them directly in the
text box shown in Figure 5-14, or by uploading an attachment. Click the Upload your
assumptions document (.doc, .docx, .txt, .pdf/A) tab to open the Certification
Assumptions Page — Upload.
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6. The Certification Assumptions Page — Upload is shown in Figure 5-15.
Figure 5-15: Certification Assumptions Page -- Upload
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7. Enter the assumptions and comments about a submission in the text box and click the
Submit button, or

8. Click the Browse button on the Upload your assumptions document (.doc, .docx, .txt,
or.pdf/A) tab, select the document to upload, and click the Submit button. The document
file must have one of the following extensions: .doc., .docx, or .txt, or .pdf/A.

9. The ASP Application will save the Certification Assumption and display a message as
shown in Figure 5-16.

Figure 5-16: Certification Assumptions Saved
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Fest Reporting Pemed
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10. Certification Assumptions that have been uploaded can be viewed by clicking the
Assumptions tab. The screen shown Figure 5-17 shows an example of a certification
assumption that has been uploaded.

Figure 5-17: Uploaded Certification Assumptions
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11. The Certification Assumptions can be viewed and opened by clicking the file link in the
File Name column.
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6 Re-statements

Drug Manufacturers have the ability to resubmit drug data from prior quarters using the ASP
application. Drug data that can be restated includes both drug product data and drug financial
data. The drug data must have been certified in order for it to be restated. Restated data can be
submitted for any reporting period, including the current reporting period; however, the data
must have been certified. The ASP Application will then validate the drug product data or drug
financial data. The following subsections describe the steps to follow to restate both drug product
data and drug financial data.

6.1 Restate Drug Financial Data — Online

The ASP Application provides drug manufacturers the ability to restate drug financial data that
has been previously submitted and certified. Perform the following to re-state drug financial
data:

1. Begin re-stating drug data by clicking the Re-statements button on the left side menu on
the ASP Application Home Page. Select Restate Online from the drop-down list. The
Restate Online Selection on the ASP Application home page is shown in Figure 6-1.

Figure 6-1: Restate Online Selection Screen

Medicare Part B Average Sales Price Home
Downbosas: User Guides (POF) Fas Uploag Formats i)
Weicome, ASPBOR!
Compiancc
i Reporting Summal
Woducl Dll-l P 9 2
| fuunul Dou Curreat Reporting Quarter : Q32014
cmﬂmm Cutreat Submission Period Began : 07012014
Days R in the Curreat Pariod : a
Closing Date for the Current Submission Perod : 07312014
Rnstate Oniine -
Pricing Cuartor : Q22014
Restate Product
Data Updoad Next Reporting Quarter : Q42014
[ Restate Financial Date Swbmission Begins for the Next Reporting Quarter : 101012014
Data Upicad
'."b | Messages: = Compliance Report
Exit
(2013.08-20) Lorem ipsum dolor sit amet, consectetur adipiscing elit. Suspendisse a Labeders are out of ¢ with data rep:

CONSACIotur COmMMOI0 urna, at mols olit semper vitae, Prassent nec feugiat.

ASTRAZENICA (90210)
I have reviewed the message
CMS (12345)

(2013-08-02) Lorern ipsum dolor sit amet, ur elit
consectetur COmmodo urna, at molis elit semper vtuc Praesent nec leugial GFNFRAI CORPORATION (00021)

I Rave teiewsd e message View Comgliance Status
View Comgiiance Status

(2013.08-29) Lorem ipsum dolor sit amet, ot
consectetur commodo urna, at molls olit semper vitae. Praesent nec feugiat.

2. Click Restate Online. The Restate Online page opens, as shown in Figure 6-2. The Restate
Online screen defaults to the Update Financial Data tab.
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Figure 6-2: Restate Online Screen — Main
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3. Select the desired reporting period from the Select Re-Statement Period drop-down list.
The Drugs Available for Re-Statement field will be populated with all of the drugs that
are available for restatement in the reporting period that was selected (in the box on the
left). The Restate Online Selection screen opens as shown in Figure 6-3.

Figure 6-3: Restate Online Selection Screen

Medicare Part B Average Sales Price Restate Online Help

Current Reporting Period: O3 2014
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Product Data
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Roatate Oeling

nddrr
Restate Product 3 Al Al
Dt picaay an Rgswvg
Restate Financsl i R Al
Data Updoad

Halp Submil Re-Stalement List

[Exit

The following table describes the fields and the user actions on the Restate Online Selection
Screen on the Update Finance tab.

Table 6-1 Restate Online Page Information — Update Financial Data Tab
Name User Action Comments
— Select Re- — Click the arrow on drop- e The available Drug Identifiers will be listed after the
Statement down box and select the Re-Statement Period is selected.
Period desired quarterly reporting
period.
— Drugs — Click the arrow on the drop- | ¢  This box is on the left side of the screen.
Available for down box and scroll through . .
Re-Statement the list of values. Click the e  Multiple Drug Identifiers can be selected.
desired value.
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Name User Action

Comments

— Search/

— Enter a few letters of the
Filter drug’s generic name or the
numbers of the Drug
Identifier to filter the
selections in the field.

— Drugs Selected — Click the arrow on the drop-
for Re- down box to display the list
Statement of drug identifiers.

— Add>> — Click Add>> to move the

selected drugs available for
re-statement (in the box on

This field is optional.

The box will be populated with drugs available for
re-statement after a re-statement period is
selected.

Once the drug identifiers are in the Drugs Selected
for Re-Statement box, they can be submitted for
restatement.

the left) to the Drugs
Selected for Re-Statement
field.

— Add All>> — Click Add All>> to move all .
available for re-statement (in
the box on the left) to the
Drugs Selected for Re-
Statement field.

Once the drug identifiers are in the Drugs Selected
for Re-Statement box, they can be submitted for
restatement.

— <<Remove — Click <<Remove to remove e N/A
the selected drugs from the
Drugs Selected for Re-
Statement field.

— << Remove All — Click <<Remove All to e NA
remove all drugs from the
the Drugs Selected for Re-
Statement field.

— Submit Re- — Click the Submit Re- e N/A
Statement List Statement List button to
submit the selected drugs for
re-statement.

4. Enter a few letters of the name of the drug or the first few numbers of the drug identifier to
filter the search results. Note: This step is optional. The drugs available for re-statement
will be displayed as shown in Figure 6-4.
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Figure 6-4: Restate Online — Drugs Available for Re-Statement Selections
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5. Click the drug(s) you want to re-state and click Add>> or click Add All>> to select all
available drugs for re-statement. The selections have been moved and are to be populated
in the Drugs Selected for Re-Statement field as shown in Figure 6-5.

Figure 6-5: Restate Online -- Drugs Selected for Re-Statement

Medicare Part B Avcrae Sales Price Restate Online Help
i | Current Reporting Period: Q3 2014
| Compliance
Semmary
}- - Update Fimancial Data Update Prodect Data Add New Product
| Proguct Data
mroEroETIIE—— Select Re-Statement Period: -
Financis! Data
Certicasen | For Reporting Period Q3 2014
m Search¥ater: Drugs Selected for Re-Statement
Restate Ondne [ P
| > L o — 00007-5476-0Z AMPORUG -
| Restate Product £33 A) >> 0065 1-0000-05 AMPORUG |
| Data Upload . oy v 40022-5678-11 LEVSIN INJECTION
| Restate Financial <« Remove A3
Data Upioaa - -
L, Submit Re-Statement List

- Exit

6. Click the Submit Re-Statement List button. The Review Re-Statement List opens as
shown in Figure 6-6.

Figure 6-6: Restate Online -- Review Re-Statement List

Review Re-Statement List:

Showing all 3 Results Previous First 1 Last Next
Drug kdentifier ‘Generic [Brand Name) Manufacturer's  Mumber of ASP Viholesale Humber of CAP Status.
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| DDES1-0000-05 AMPDRUG1T [ [ [ [ PEMDING
] A0022-56TE-11 LEVSIM INJECTION | [ | [ CERTIFIED
Showing all 3 Results Previous First 1 Last Next

The drug’s financial details that can be modified are the following: ASP; ASP Units; WAC; and
CAP Units. The following table describes the fields and the user actions on the Add or Edit
Financial Data screen.
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Table 6-2 Add or Edit Financial Data on the Re-Statement List Page
Name User Action Comments
— Manufacturer’s — Enter or update the e The Manufacturer's ASP is a required field.
ASP Manufacturer’'s ASP in the , . .
field. e The Manufacturer's ASP must be in a numeric
format.

e  The Manufacturer's ASP must have three decimal
places.

e  The Manufacturer's ASP can be a positive number,
a negative number, or be equal to 0.

— Number of — Enter the number of ASP e  The Number of ASP Units is a required field.

ASP Units Units in the field. . . .
e  The Number of ASP Units must be in a numeric

format.

e The Number of ASP Units must have three decimal
places.

e  The number of Number of ASP Units must be
greater than zero (0).

— Wholesale — Enter the Wholesale e The WAC is a required field.
Acquisition Acquisition Cost (WAC) in . .
Cost the field. e The WAC must be in a numeric format.

e The WAC must have three decimal places.

e The WAC cannot be equal to zero (0).

— Number of — Enter the number of CAP e  The Number of CAP Units Excluded is an optional
CAP Units unites excluded field.
Excluded

e  The Number of CAP Units Excluded must be in a
numeric format.

e  The Number of CAP Units Excluded must have
three decimal places.

e  The Number of CAP Units Excluded must be
greater than zero (0).

7. Enter the necessary re-statement amounts for the Manufacturer’s Number of ASP Units;
Wholesale Acquisition Cost; and the Number of CAP Units Excluded values in the
respective fields.

8. Click the Re-State button located at the bottom of the screen. The re-stated financial data
will be saved and the screen shown in Figure 6-7 will be displayed.
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Figure 6-7: Re-State Product Data — Financial Data Saved
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9. Click Home on the main menu bar to return to the Medicare Part B ASP Application home
page.

6.2 Restate Drug Product Data — Online

The ASP Application provides drug manufacturers the ability to restate drug product data that
has been previously submitted and certified. Perform the following to re-state drug product data:

1. Begin re-stating drug data by clicking the Re-statements button on the left side menu on
the ASP Application Home Page. Select Restate Online from the drop-down list. The
Restate Online Selection on the ASP Application home page is shown in Figure 6-8.
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Figure 6-8: Restate Online Selection Screen
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2. Click Restate Online. The Restate Online page opens, as shown in Figure 6-2. The Restate
Online screen defaults to the Update Finance tab. Click the Update Product tab and select
the Re-Statement Period from the Select Re-Statement Period drop-down list as shown in
Figure 6-9.

Figure 6-9: Restate Online — Update Product Data Tab
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3. The Restate Online -- Product Data screen opens, as shown in Figure 6-10.
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Figure 6-10: Restate Online — Product Data
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The following table describes the fields and the user actions on the Restate Online Product Data
screen on the Update Product Data tab.

Table 6-3 Restate Online -- Product Data Page Information
Name User Action Comments
— Select Re- — Click the arrow on drop- The available Drug ldentifiers will be listed after the
Statement down box and select the Re-Statement Period is selected.
Period desired quarterly reporting
period.
— Drugs Click the arrow on the drop- This box is on the left side of the screen.
Available for down box and scroll through

Re-Statement

the list of values. Click the
desired value.

Multiple Drug Identifiers can be selected.

— Search/
Filter

Enter a few letters of the
drug’s generic name or the
numbers of the Drug
Identifier to filter the
selections in the field.

This field is optional.

— Drugs Selected

Click the arrow on the drop-

The box will be populated with drugs available for

for Re- down box to display the list re-statement after a re-statement period is
Statement of drug identifiers. selected.

— Add>> Click Add>> to move the Once the drug identifiers are in the Drugs Selected
selected drugs available for for Re-Statement box, they can be submitted for
re-statement (in the box on restatement.
the left) to the Drugs
Selected for Re-Statement
field.

— Add All>> Click Add All>> to move all Once the drug identifiers are in the Drugs Selected

available for re-statement (in
the box on the left) to the
Drugs Selected for Re-
Statement field.

for Re-Statement box, they can be submitted for
restatement.
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Name User Action Comments

— <<Remove — Click <<Remove toremove |e N/A
the selected drugs from the
Drugs Selected for Re-
Statement field.

— << Remove All — Click <<Remove All to e N/A
remove all drugs from the
the Drugs Selected for Re-
Statement field.

— Submit Re- — Click the Submit Re- e N/A

Statement List Statement List button to
submit the selected drugs for
re-statement.

4. Enter a few letters of the name of the drug or the first few numbers of the drug identifier to
filter the search results. Note: This step is optional. The drugs available for re-statement
will be displayed as shown in Figure 6-11.

Figure 6-11: Restate Online -- Selections
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5. Click the drug(s) you want to re-state and click Add>> or click Add All>> to select all
available drugs for re-statement. The selections have been moved and are be populated in
the Drugs Selected for Re-Statement field as shown in Figure 6-12.

Figure 6-12: Restate Online --Drug Products Selected for Re-Statement
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7. Click the Submit Re-Statement List button. The Restate Online -- Re-Statement Product

List opens as shown in Figure 6-13.

Figure 6-13: Restate Online -- Re-Statement Product List
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8. Click on any of the drugs’ links to begin the re-statement process. A sample Update
Product Data Re-Statement page is shown in Figure 6-14.

Figure 6-14: Update Product Data Re-Statement Page
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The following table describes the fields and the user actions on the Update Product Data Re-

Statement page.
Table 6-4

Update Product Data Re-Statement Page Information

Name User Action

Comments

— Drug Identifier — Enter the Drug Identifier in

the field.

Select Drug Identifier is for display only.
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Name User Action Comments
— Manufacturer — Enter the name of the drug’s If a new manufacturer is entered into the ASP
Name manufacturer. Application, the manufacturer's name will be
marked ‘Pending.’
— Brand Name Enter the brand name of the The Brand Name field is only displayed when the

— Generic Name

— Date of First
Sale

— Expiration
Date of Final
Lot Sold

— Strength of
Product

— Volume per
Item

— Number of
Items per NDC

- FDA
Application
Number

— FDA Final Pre-
marketing
Approval Date

- FDA
Supplemental
Number

drug in the field.

Select the Generic Name
from the drop-down list.

Enter the date when the
drug was first available for
sale.

Enter the expiration date of
the final lot that was sold.
Scroll through the pop-up
calendar for the desired
date, or enter the date
directly into the field.

Enter the Strength of
product in the field.

Enter the Volume per Item in
the field.

Enter the Number of Items
per NDC in the field.

Enter the FDA Application
Number in the field.

Enter the FDA Final Pre-
marketing approval date.
Scroll through the pop-up
calendar for the desired
date, or enter the date
directly into the field.

Enter the FDA Supplemental
Number in the field.

Has Brand Name? box is checked.

Brand Name is required if the Has Brand Name?
box is checked.

The Brand Name is limited to 250 characters.

The Generic Name is required.

The Date of First Sale is required.

The date format is MM/DD/YYYY.

The date format is MM/DD/YYYY.

The Strength of Product is required.

The Strength of Product has a limit of 250
characters.

The Strength of Product includes both the amount
and units (i.e., 6 ml).

The Volume per Item is required.
The Volume per Item has a limit of 250 characters.

The Strength of Product includes both the amount
and units (i.e., 6 ml).

The entry must be in a numeric format.

The FDA Application Number is required.

The FDA Application Number format must be
alphanumeric.

The FDA Final Pre-marketing Approval Date is
required.

The date format is MM/DD/YYYY.

The FDA Final Pre-marketing Approval Date
cannot be after the upload date.

The FDA Supplemental Number format must be
alphanumeric.

This field is optional
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Name User Action Comments
— FDA Approval — Select the FDA Approval e The FDA Approval Type is required.
Type Type from the drop-down
list.

9. Enter the necessary re-statement amounts for the desired fields.

10. Click the Update button located at the bottom of the screen. The re-stated product data will
be saved and the screen shown in Figure 6-15 will be displayed.

Figure 6-15: Re-stated Product Data Saved

Update Product Data for Dnug ientifier: 00007 -54 76-02--AMPDRUG

Product daia for 00007-5476-02 has been saved

* denotes required field

Drug Identiier: | Manutacturer [ Date of First Sale”
Hame*
Expiration Date of Final Lot Sold

Has Brand Name?

Generic Name" [am -

Stremgth of
Product* |

FDA Application Number FDA Suppleméntal Number

Volume Per " ,__
PO Ay IT i -

Item* [ | pproval Type' I

Mumber of FDA Final Pre-Marketing Approval Date*

Hemes par NDC*

UPDATE

11. Click Home on the main menu bar to return to the Medicare Part B ASP Application home
page.

6.3 Add New Product — Re-statement Tab

The Re-Statement Online functions allow drug manufacturers to add new drug product data for
previous reporting periods. Perform the following steps to add new product data using the Re-
Statement feature:

1. Click the Re-statements button on the left side menu on the ASP Application Home Page.
Select Restate Online from the drop-down list, and click the Add New Product tab.

2. Select a previous re-statement period from the Select Re-Statement Period drop-down
list. The screen shown in Figure 6-16 will be displayed.
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Figure 6-16: Restate Online — Add New Product
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4. Refer to Section 4, Data Submission, for the steps needed to add new Product Data, and
click Save when complete.

6.4  Restate Financial Data — File Upload

The ASP database provides drug manufacturers the ability re-state Medicaid Part B financial
data to CMS. The ASP Application provides drug manufacturers the ability to restate drug
product data and drug financial data that has been previously submitted and certified. Also, the
ASP Application allows entry of prior quarters’ financial data through the use of the re-statement
function. This covers data that did not exist before the particular quarter. Perform the following
steps to re-state drug financial data using the file transfer process:

1. Click the Re-Statements button on the left side menu on the ASP Application Home
Page and select Restate Financial Data Upload from the drop-down list. The Restate
Financial Data Upload selection on the ASP Application home page is shown in Figure 6-
17.
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Figure 6-17: Restate Financial Data Upload Selection
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2. Click Restate Financial Data Upload. The Restate Upload Financial Data Upload

screen opens, as shown in Figure 6-18.

Figure 6-18: Restate Financial Data Upload
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3. Select the desired re-statement period from the Select Re-Statement Period drop-down

list.

4. If the re-stated drug financial data has been entered and saved to a file of an acceptable
file format (.xls, .xIsx, or .csv), click Browse to locate the file path and the name of the

file

to be uploaded.

5. If the re-stated drug financial data has not been entered and saved to a file of an
acceptable file format click the Click here of acceptable file formats link. A pop-up
window opens asking for authorization to upload a .zip file containing the file formats, as
shown in Figure 6-19.
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Figure 6-19: Attachment Upload -- .zip File
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6. Click OK to upload the .zip file. The .zip file opens displaying the acceptable file form

templates, as shown in Figure 6-20.

Figure 6-20: Acceptable File Format Templates
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] product Template.cov
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7. Click any one of Finance Template files to open a product data template. A sample

template is shown in Figure 6-21.
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Figure 6-21: Sample Financial Data Template

A B C D E F G H ] J K
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Price

=B N e | e (R

8. Enter the re-stated drug financial information on the template. The entries on the template
consist of the same fields that are described in Section 6.1, Re-State Drug Financial Data
— Online Entry. Refer to Table 6-2 for a description of the fields and which fields are
required. Save the file using a different name and to an easily accessible location on your
computer. Close the file and return to the Restate Upload Financial Data page.

9. Click Browse to locate the file path and name of the file to be uploaded. A file upload
window will open.

10. Locate the file, click on the file, and click Open. The File Upload window will close, and
the file to be uploaded will be displayed on the Restate Financial Data Upload page, as
shown in Figure 6-22.

Figure 6-22: Restate Financial Data Upload — File to be Uploaded
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11. Click Upload. The Restate Financial Data upload -- Result screen will open, as shown in
Figure 6-23.
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Figure 6-23: Restate Financial Data Upload -- Result
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12. The Restate Financial Data Upload -- Result screen displays a report of the restated drug
financial data that was just uploaded using the file transfer process. Review the data on
the screen. Data with no errors is saved, and the upload status will display a message
stating that the data has been successfully saved. Data that contains errors will display the
errors in the Status column. A sample upload with erroneous data is shown in Figure 6-

24,
Figure 6-24: Upload Restate Financial Data Result -- Error
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13. Reopen the file that was uploaded and make the necessary corrections. Save the file, and

repeat Step 8 through Step 10.

14. Click Home on the main menu bar to return to the Medicare Part B ASP Application

home page.
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6.5 Restate Drug Product Data — File Upload

The ASP database provides drug manufacturers the ability re-state Medicaid Part B drug data to
CMS. Perform the following steps to re-state drug product data using the file transfer process:

1. Click the Re-Statements button on the left side menu on the ASP Application Home
Page and select Restate Product Data Upload from the drop-down list. The Restate
Product Data Upload Selection on the ASP Application home page is shown in Figure 6-

25.
Figure 6-25: Restate Product Data Upload Selection
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2. Click Restate Product Data Upload. The Upload Product Data page opens, as shown in

Figure 6-26.
Figure 6-26: Restate Product Data Upload
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3. If the drug product data has been entered and saved to a file of an acceptable file format
(.xls, .xIsx, or .csv), click Browse to locate the file path and the name of the file to be
uploaded.

ASP User Guide for Drug Manufacturers Re-statements
July 2014/ASP-V2.0 UMX-2.00 62



CMS XLC Re-statements

4. If the drug data has not been entered and saved to a file of an acceptable file format click
the Click here of acceptable file formats link. A pop-up window opens asking for
authorization to upload a .zip file containing the file formats, as shown in Figure 6-27.

Figure 6-27: Attachment Upload -- .zip File

I
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5. Click OK to upload the .zip file. The .zip file opens displaying the acceptable file form
templates, as shown in Figure 6-28.

Figure 6-28: Acceptable File Format Templates

& Marne Type Madifved Sipe  Rabe  Packed Path
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6. Click any one of Product Template files to open a product data template. A sample
template is shown in Figure 6-29.

ASP User Guide for Drug Manufacturers Re-statements
July 2014/ASP-V2.0 UMX-2.00 63



CMS XLC Re-statements

Figure 6-29: Sample Product Data Template
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Please note that not all rows of the template are displayed in Figure 6-29.

7. Enter the drug product information on the template. The entries on the template consist of
the same fields that are described in Section 2.2, Upload Product Data — Online Data Entry.
Refer to Table 2-1 for a description of the fields and which fields are required. Save the file
using a different name and to an easily accessible location on your computer. Close the file
and return to the Upload Product Data page.

8. Click Browse to locate the file path and name of the file to be uploaded. A file upload
window will open.

9. Locate the file, click on the file, and click Open. The File Upload window will close, and
the file to be uploaded will be displayed on the Upload Product Data page, as shown in

Figure 6-30.
Figure 6-30: Restate Product Data Upload - File to be Uploaded
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10. Click Upload. The Upload Product Data Result screen will open, as shown in Figure 6-31.
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Figure 6-31: Restate Product Data Upload -- Result
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11. The Upload Product Data Result screen display a report of the drug product data that was
just uploaded using the file transfer process. Review the data on the screen. Data with no
errors is saved, and the upload status will display a message stating that the data has been
successfully saved. Data that contains errors will display the errors in the Status column. A
sample upload with erroneous data is shown in Figure 6-32.

Figure 6-32: Restate Product Data Upload Result -- Error
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12. Reopen the file that was uploaded and make the necessary corrections. Save the file, and
repeat Step 8 through Step 10.

13. Click Home on the main menu bar to return to the Medicare Part B ASP Application home
page.
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7 Compliance

The Compliance features allow Drug Manufacturers to view whether a drug is in compliance
with the drug submission reporting requirements. Drug Manufacturers can view compliance
statuses in one of two ways: CMS may send the Drug Manufacturer a compliance report
notification on their home page informing them that some data is out of compliance. Or Drug
Manufacturers can access a compliance summary for all drugs using the Compliance Summary
menu button on the ASP Application Home Page. The following subsections describe the steps
to view compliance reports using each method.

7.1 Compliance Summary Overview

In this scenario, CMS must have previously sent a bulletin to the Drug Manufacturer notifying
them of the compliance status. Perform the following steps to view compliance data using this
method:

1. Click the Compliance Summary selection on the ASP Application home page. The
Compliance Summary Overview page opens as shown in Figure 7-1.

Figure 7-1: Compliance Summary Overview
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Pamding Restatemaent Certincatce: 1
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The following table describes the fields and the user actions on the Compliance Summary
Overview screen.

Table 7-1 Select Certification Status Page Information
Name User Action Comments
— Reporting — Click the arrow on drop- e Defaults to the current quarterly reporting period.
Period down box and select the
desired quarterly reporting
period.
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Name User Action Comments
— Manufacturer — Click the arrow on the drop- | e  Results will be displayed depending on the
(NDC1 Code) down box and scroll through selection of the Manufacturer.

the list of Manufacturers.
Click the desired
Manufacturer (and NCD1
Code).

2. The Compliance Summary Overview screen lists the compliance summary for all
manufacturers as a default. Select the desired reporting period from the Reporting
Period drop-down list and the desired manufacturer from the Manufacturer drop-down
list to view a compliance summary for a specific manufacturer. Click the View
Compliance Overview Detail button to display the summary report. A sample
manufacturer compliance summary report is shown in Figure 7-2.

Figure 7-2: Manufacturer’s Compliance Summary Report

Medicare Part B A'J'EFEE Sales Price Compliance Summary Overview Help

e Reporting Peried: | -

m Manutactarer r ~

Product Data Wigw Comgpliande Overdta Detail

Fimancial Data

Corlification Selacing Cusnarn 03 2014 Prior Quanar Q2 2014 Prisr Quarasr 01 2014

Re-statemants PSTI CORP, (8533607008)

Help

Exit Labelers are out of compliance with data reporting requiremeants.

0% of drugs are certified out of 1 total drugs.
[ Certified, 0 Restatement Cartdied)

Missing: 0
Panding Cortfiation: 1

Pending Restatement Certfication: O
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3. The Compliance Summary Overview screen will display statements whether the Drug
Manufacturer is within compliance for all drug data within the reporting period. Drugs
that are listed in the columns as Missing; containing Saved Finance Data and Pending
Certification; or containing Restated Saved Finance Data and Pending Certification are
the drugs that are not compliant with the data reporting requirements. The additional
columns on the Compliance Overview page and their contents are reviewed in further
detail in the subsequent sections.

7.2  Compliance Overview

The Compliance Overview page displays all aspects of the reporting compliance for the selected
reporting period. The Compliance Overview page displays a notice to drug manufacturers
whether they are compliant with the data reporting requirements and the percentage of drugs that
have been certified out of the total number of drugs that have been submitted. Each tab on the
Compliance Overview page is further detailed in the following sub-sections.
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7.2.1 Missing Drugs

Drug Manufacturers can view and update drugs that are not compliant because the information
about the drug is incomplete or insufficient by clicking on the Missing Drugs tab. The screen
shown in Figure 7-3 will be displayed.

Figure 7-3: Compliance Summary Overview—Missing Drugs
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Drug Manufacturers have the ability to correct the deficiencies in the drug data by clicking
the Resolve link in the drug data’s summary or information. Click the Resolve link, and the
screen shown in Figure 7-4 opens displaying a warning banner that describes what needs to
be resolved in order for the drug data to be in compliance.

Figure 7-4: Compliance Summary Overview—Resolve
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Refer to Section 4, Data Submission, for the steps needed to add and/or edit financial or drug
data in order to resolve the deficiencies.

7.2.2 Pending Certifications

Drug Manufacturers can view and update drugs that have saved financial data but whose
certifications are pending. Click the Pending Certification tab to view the drugs that require
certification resolution. The screen shown in Figure 7-5 is displayed.
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Figure 7-5: Compliance Summary Overview—Pending Certifications
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Click the Resolve link on any drug listed to begin the resolution process. The screen shown in
Figure 7-6 is displayed.

Figure 7-6: Compliance Summary Overview—Resolve Pending Certifications
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Refer to Section 5, Certifications, for the steps needed to certify drug data.
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7.2.3 Pending Restatement Certifications

Drug Manufacturers can view and update drugs that have saved financial data that need to be
restated but whose certifications are pending. Click the Pending Restatement Certification tab

to view the drugs that require certification resolution. The screen shown in Figure 7-7 is
displayed.

Figure 7-7: Compliance Summary Overview—Pending Restatement Certification
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Click the Resolve link on any drug listed to begin the resolution process. The screen shown in
Figure 7-8 is displayed.
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Figure 7-8: Compliance Summary Overview—Resolve Pending Restatement Certification
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ASP ASPunits  Acguistion | Cap Units -
| | Batallie—ull -1 | E
10e22-5878-11 LEVSIN IECTION E 233 44333 1.000 SAED Progust Eingacial

| showing 1 Resutt Previous First 1 Last Next |

Rasel 4 Chicknd Drugs | | Cemtify Seledied Data | | Confm A Data

Refer to Section 5, Certifications, for the steps needed to certify drug data.

7.2.4 Total Certified

Drug Manufacturers can view and update drugs that have been certified during the selected
reporting period. Drug manufacturers are only permitted to view this information; changes
cannot be made on this tab. Click the Total Certified tab to view the drugs that have been

certified during the selected reporting period. The screen shown in Figure 7-9 is displayed.

Figure 7-9: Compliance Summary Overview—Total Certified

Medicare Part B Average Sales Price Compliance Summary Overview
Lot Reparting Period: -
Complance -
Manufacturer: [ -
Product Data  Wiew Compiliance Owendew Detad |
Fmancial Data
Co Seleched Quarer: O3 2014 P Casiiar: 02 2004 Priar Quarter 01 2014
Fe-siatements Al Manutacturars
Help
Exh Labelers are out of compliance with data reporting requirements.

20% of drugs are certified out of 20 total drugs.

A Certilied, 3 Resisiement Cerifed)

Missing: 1
Fending Certification: 70

Pending Reslatemes! Ceniicaton:

Tedal Camified: &
Drug kdentifiar Reporting Period ASP ASP Units. WD CAF Units Sabas
S1003-0733-82 Q32004 22333 74372 566.333 CERTFIED:
B32TE-T2IE-10 Q32014 22005 1001664 270 2000 CERTFIED
GG Q32004 41,955 1262533 120,000 2000 CERTFIED

Total Restatement Certified: 5

Tetal Mavw Drugs: 20
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Click the Total Certified tab to hide the new certified drug information.

7.2.5 Total Restatement Certified

The Total Restatement Certified tab allows drug manufacturers to view the product and financial
information for drugs that have been restated and certified. Drug manufacturers are only
permitted to view this information; changes cannot be made on this tab. Click the Total
Restatement Certified tab to view the restated drugs that have been certified. The screen shown
in Figure 7-10 is displayed.

Figure 7-10: Compliance Summary Overview—Total Restatement Certified

Medicare Part B Average Sales Frice Compliance Summary Overview
Home Reporing Pericd: =
Complaste
Smmary Manufacturer: | =
Broduct Data Wiew Compliance Cweraew Detail
Fmancial Daia
Cariiication Selecied Qwaniar 03 2004 | Prior Quaner 02 2014 Prior Quarier: 01 2014
Re.statemants All Manufacturers
Help

Exh Labelers are out of compliance with data reporting requiremants,

20% of drugs are certified out of 30 total drugs
[} Certified, 3 Restalement Cartied)

Missing: 1

Pending Cornleation: 20

Pending Restatement Certfication: 3
Total Cortified: 3

Tolal Restalement Certified: 1

Drug Kenbofsr Raporiing Pencd ASE ASP Unsis WAL CAP Uniis Hates

1ZH4bed-44 Q32014 2455 B9 e yer] 3333333 RE-STATED CERTIFIED

£1093-0941-59 a3 2014 1211.333 2374373 §855.333 RE-STATED CERTIFIED

£1220-5282:-00 a32014 341333 274373 1236 396 RE-STATED CERTIFED
Expan —

Total New Dregs: 70

Click the Total Restatement Certified tab to hide the new certified drug information.

7.2.6 Total New Drugs

The Total New Drugs tab allows drug manufacturers to view the product and financial
information for new drugs that have been certified or saved. Drug manufacturers are only
permitted to view this information; changes cannot be made on this tab. Click the Total New
Drugs tab to view the new drugs that have been certified or saved. The screen shown in Figure
7-11 is displayed.
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Figure 7-11: Compliance Summary Overview—Total New Drugs

Medicare Part B Average Sales Price Compliance Summary Overview Halp
Hatnl Reparting Period: I=
Compiance .
Manufacturer: [ -
Produci Daia igw Compliance Cverigw Delail
Finamtisl Dats
P = Selected Quarter: Q3 2014 Prior Guarter: Q2 2014 Prios Gaarter: Q1 2014
Re-slsbomenty A1l Manutaciurers
Halp
= Labelers are cut of compliance with data reporting requirements.

20% of drugs are cenified out of 20 total drugs.,

{3 Cortified, 3 Restatement Certified]

Missing: 1

Pending Certificadion: 70

Pending Reslatemsenl Certification:
Tedal Cedtilied: &

Tedal Reslatemaent Cenified: 3

Todal New Drugs: 20
Dirug enber Reporting Period ASP ASP Units WaC CAF Unils. Slatus
10022-5678-11 03 014 11333 22333 44333 1000 RESTATE SAED
123454444 Q34 2456808 2222232 3333333 RE-STATED CERTIFIED
5N003-0733-82 03 2014 22313 IT4IT3 566333 CERTIFIED
S1053-0941-09 Q3 7014 1211333 ZIT4.373 9555333 RE-STATED CERTIFIED
SAZE0-8292-00 Q34 361333 7473 1235396 RE-STATED CERTIFIED

Click the Total New Drugs tab to hide the new certified drug information.

7.3  Export Options

Drug Manufacturers have the ability to export any of the Compliance data into three different file
formats: CSV, EXCEL, or PDF formats. The export options are listed at the bottom of a tab that
has been opened to display the selected compliance data. An example of the export options are
highlighted in Figure 7-12.
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Figure 7-12: Export Options

Medicare Part B Average Sales Price Compliance Summary Overview

Reporting Period: -

Manufacturar: [ (=

Compliance
Sminmanry

Product Data :Mﬂornpummmmlww:

Financial Data

i 14 P e 14 Pri Q1 2014
Certificalion Selectsd Quarter O3 20 ot Qartad 02 20 or Quarter: Q1 20

b LW I f: I
Exit Lab#lers are out of compliance with data reporting réquiréments.

20% of drugs are certified out of 30 tetal drugs.

{3 Certifeed, 3 Restatement Centified)

Dvug ideatifior Reporting Period ASP ASP Units. WVIAC 'CAP Units. Status

17345344454 Q3 3014 F455 808 bl 3333313 RE-STATED CERTIFIED
SH050-0941-09 Q% 2014 1211 333 2974373 $555.333 RE-STATED CERTIFIED
EA220-8292-00 a3 214 351332 274273 1236.394 RE-STATED CERTIFIED

— _— @T ' I':'Iﬁ

Click the desired export option to view the results. A dialog box will open similar to what is
shown in Figure 7-13

Figure 7-13: Export Options Dialog Box

rﬂlpen'ng ASPC.cov ﬁ‘
You have chosen to open:
5] ASPCSV.cowr
which i Microsoft Office Excel Comma Separated Values File 775 br
frome hitp:/faspweb.dcca.com

What should Ferefiox do with thas file?

@ Open withh | Microsoft Office Excel (default) -
Save File

Do this gutomatically far files like this from now an.

Ok [ Cancel

Drug Manufacturers have the option to immediately open the file or save it to a selected location.
A sample file export in the CSV format is shown in Figure 7-14.
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Figure 7-14: CSV Export Option

| A B c | o | E F | & | H
1 |Drug Iden Reporting ASP ASP Units WAC CAP Units Status

2 |B3286-654 04 2013 5444909 T84 88889 123456.3 CERTIFIED
3 (12345-343 04 2013 100 100 100 CERTIFIED
4 (11345-505 04 2013 100 100 100 CERTIFIED
5 123450592 04 2013 25 5 30 CERTIFIED
6 |12345-99904 2013 4444909 T84 T7B88.999 CERTIFIED
7 |21117-993 04 2013 5444491 T84 38889 CERTIFIED
& |11345-606 04 2013 100 100 100 CERTIFIED
9 (1234577704 2013 22,222 22,232 22,223 CERTIFIED
10 (12345-777 04 2013 9444491 T84 0 123456.8 CERTIFIED
11 .12515-1120;4 2013 loo 100 100 CERTIFIED
12 .uuﬁ-mm 2013 100 100 100 CERTIFIED
13 (12589-222 04 2013 357.123 555.663 785.333 CERTIFIED
14

The Excel export option is similar in format to the CSV Export option. A sample file export in
the PDF format is shown Figure 7-15

Figure 7-15: PDF Export Option

D bantifar Ragaiting Pirad AER Units. AT CAF Units Suslus

BITE-A842-02 Q4 203 244 909 TE4.000 59306 ¥9% L CEATEIED
12340-2434.24. a4 2013 100.000 100000 100003 CERTFED
11345505050 Od 2013 100,000 100000 1000000 CERTWIED
12342-0G20-99 o4 2013 29.000 20.000 ¥0.000 CERTFED
12335000000 o4 2013 4s4s 000 TE4 000 BRI =) CERTWIED
2117-500%-B8 04 20103 4 G0 TE4.000 E3368 00 CERTFED
L A080-80 04 i 100,000 108508 100005 CERTFIED
12M8-TTTT-12 a4 2013 22222 22 732 22222 CERTFED
1234E.TTT7-13 Od 2013 Gdddd 000 TE4 000 0L000 123488777 CERTWED
12M8-1222-12 04 2003 100000 100000 160000 CERATEIED
12340 428 2q o4 2013 100.000 100.000 100,000 CERTFED
V2RER-2222-22 04 203 397123 Eech-k] TR CEATFIED
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