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1. Introduction

1.1 What is the Medicare Part B Drug 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
guarterly data submitted to the Centers for Medicare and Medicaid Services (CMS) by drug
manufacturers. CMS supplies the Medicare Fee-for-Service (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.

1.2 Purpose of the ASP Application
The purpose of the ASP Application is to:

e Provide users 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;
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
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1.3 ASP Business Process

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
guarterly 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 are 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, users will communicate the days remaining in the
submission period to each manufacturer and whether 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 application, they need to choose either to submit their data online or upload the data
via file transfer. A majority of the drugs are injectable drugs furnished by physicians and other
gualified 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
application. Validations and error messages ensure that the drug manufacturer is entering data
in adherence to the application 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 ASP drug data are 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 can 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 are 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 have been submitted, the drug manufacturer can view all
drug data certified in the current reporting period and view whether current and previous drug
submissions are 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.

CM assigns each drug to one or more billing codes and determine the billing units per billing
code. The ASP for each billing code is calculated based on the weighted average of all ASPs
within a billing code. Where a billing code does not exist, users submit a request for one to be
established.

Updated ASP data are shared with each drug manufacturer. Either users, through quality review
or drug manufacturers, may identify errors in the data. The drug manufacturer submits any
corrected data so that users can re-calculate the ASP for any affected billing code.
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Once the drug manufacturer submits the Reporting Manufacturer data and it is successfully
received by CM/Division of Ambulatory Services (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 confirms the written certification received with the file.

The user creates an output file to share with OIG, so they can complete ASP comparison
studies. Updates with the Average Manufacturer Price (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 application creates the following output:

e Animpact 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 AMPs for not otherwise classified billing codes,

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

e File of Outpatient and ASC Drug Pricing Data

1.4 ASP User Roles

The ASP Application is a role-based application. This means that certain application functions
have been linked to specific “user role profiles.” The ASP Application user roles are as follows:

e Drug Manufacturers: Drug manufacturers can be either Submitters and Certifiers of data
e CM Personnel: Responsible for the calculation and quality of the Part B drug prices

e Center for Medicaid and Children’s Health Insurance Program (CHIP) Services (CMCS):
Future participant to provide AMP data for comparative analyses of the ASP to the AMP

1.5 ASP Reference Materials

The following additional reference materials are utilized in order to successfully submit and
certify applicable data into the ASP data collection application:

e FEIDM User Guide
e ASP Data Reporting Templates

o Contextual Help

Click on EIDM Links for any assistance with using the application and to view applicable videos
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2. ASP Application Access

Users are required to access the CMS Portal at https://portal.cms.gov to begin the registration
and role assignment process.

CMS has established the Enterprise Identity Management (EIDM) system to provide our
Business Partners with a means to apply for, obtain approval, and receive a single User ID they
can use to access one or more CMS applications. The EIDM Authentication System prompts
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 (Enterprise User Administration
[EUA]) and password. After the user successfully creates a username and password, the user
must create security questions and answers. The user must then re-log in with the new
credentials and request the specific Fee-for-Service Data Collection System (FFSDCS) ASP
Submitter or ASP Certifier role as applicable. FFSDCS is a system umbrella that houses various
Fee-for-Schedule modules. ASP is one of the modules under the FFSDCS system.

As part of the role request process the EIDM Authentication System begins the Remote Identity

Proofing (RIPD) process. RIDP is the process of validating sufficient information about the user

(e.g., credit history, personal demographic information, and other indicators) to uniquely identify

an individual. After the user’s identity is verified, the CMS Portal pushes the user’s data to CM to
review the role request and approve it.

The registration process also involves Multi-Factor Authentication (MFA). This allows the user to
authenticate their phone/tablet/PC/laptop, text message Short Message Service (SMS),
Interactive Voice Response (IVR), E-mail, and One-Time Security Code.

For additional details on EIDM, review the EIDM User Guide.

2.1 ASP Data Collection 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.

2.1.1  Obtaining a CMS EIDM Username and Password

A CMS EIDM 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 Uniform Resource Locator (URL) in
your browser: https://portal.cms.gov.

The CMS Enterprise Portal Home Page is shown in Figure 2-1.
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Figure 2-1: CMS Enterprise Portal Home Page

Hirw sy Resgistration

2. Click on the New User Registration button.
The “Step #1: Choose Your Application” page opens, as shown in Figure 2-2.

Figure 2-2: Step #1: Choose Your Application Page

Step #1: Choose Your Application

Step | of 3 - Select your application from the dropdown. You will then need to agree to the terms.

Choose Your Application v

3. Select “FFSDCS: Fee-For-Service Data Collection System” from the dropdown list.
The “Terms and Conditions” page opens, as shown in Figure 2-3.

Figure 2-3: Terms and Conditions Page

Step #1: Choose Your Application

Step 1 of 3 - Select your application from the dropdown. You will then need to agree to the terms.

FFDCS: Fee-For-Service Data Collection System

Terms & Conditions
OMB No. 0938-1236 | Expiration Date: 04/30/2017 |

OMB No0.0938-1236 | Expiration Date: 04/30/2017 (OMB Re-Certification Pending) | Paperwork Reduction Act

Consent to Monitoring

By logging onto this website, you consent to be monitored. Unauthorized attempts to upload information and/or change information on this web site are strictly
hihitad and ory IS + 4, it nndar thn Coamnntar Crand and Ak Act of 1008 and Titln 41011 C  © ANNA and 40720 AL TR ?

| »

[ lagree to the terms and conditions
— Cancel
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Note: Read through the Terms and Conditions on the page. The page states that you
consent to monitoring while accessing and using this website. The page also details the
reasons for collecting Personal Identifiable Information (PIl), which are that it is only
used to uniquely identify the new user who is registering with the application. The page
provides links to the HHS Rules of Behavior and the CMS Privacy Act Statement.

4. If you agree to the terms and conditions, click the corresponding check box and click on
the Next button.

Note: Users must agree to the terms and conditions to continue the registration process.

The “Step #2: Register Your Information” page opens, as shown in Figure 2-4.

Figure 2-4: Step #2: Register Your Information Page

Step #2: Register Your Information

Step 2 of 3 - Please enter your personal and contact information.

All fields are required unless marked "Optional®

Enter First Name Enter Middle Name (optional) Enter Last Name Suffix (optional) v
Enter Sodial Security Number (optional) Birth Month v Birth Date v Birth Year ~
Is Your Address US Based?
@ Yes O No
Enter Home Address #1 Enter Home Address #2 (optional)
Enter Gity State v Enter Zip Code Enter Zipt4 (optional)
Enter E-mail Address ‘Confirm E-mail Address

Enter Phone Number

e

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) and
click on the Next button.

The “Step 3: Create User ID, Password & Challenge Questions” page displays as shown
in Figure 2-5.
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Figure 2-5: Step #3: Create User ID, Password & Challenge Questions Page

Step #3: Create User ID, Password & Challenge Questions

Step 3 of 3 - Please create User ID and Password, Select Challenge questions and provide answers.

Enter User ID

Enter Password Enter Confirm Password
Select Challenge Question #1 v Enter Challenge Question #1 Answer
Select Challenge Question #2 v Enter Challenge Question #2 Answer
Select Challenge Question #2 v Enter Challenge Question #2 Answer

6. 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 (.).

7. Enter your desired password in the “Password” field. The CMS Portal password must
conform to the following CMS Acceptable Risk Safeguards (ARS) Password Policy:

a.

-~ 0 o o0 T

5 @

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 every 24 hours;

Contain at least one (1) letter, one (1) number, and (1) special character;
Contain at least one (1) uppercase and one (1) lowercase letter;

Not contain your User ID;

Be different from your previous six (6) passwords.

Not contain commonly used words; and

The following special characters may not be used: ? <> ( ) '“/\ &

8. Re-enter your desired password in the “Confirm Password” field.

Note: The passwords must match before you can continue.
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9. Select a Security Question from each of the three (3) dropdown lists for which the
answer is known.

10. Enter the answers to the Security Questions in the corresponding “Answer” fields.
The fields populate as shown in Figure 2-6.

Figure 2-6: Step #3: Create User ID, Password & Challenge Questions Page Populated

Step #3: Create User ID, Password & Challenge Questions

Step 3 of 3 - Please create User ID and Password, Select Challenge questions and provide answers.

Uszer iD

Password Confirm Password
dRddsdaed dnddeddes

Challenge Question #1 Answer

Challenge Question #£2 Answer

Challenge Question #3 Answer

<

Back N Cancel

l

11. Click on the Next button to complete the registration process.

Note: You may click on the Cancel button to exit out of the registration process. New
information or changes entered will not be saved.

The “Registration Summary” screen displays as shown in Figure 2-7.
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Figure 2-7: Registration Summary Page

Registration Summary
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| v .
N —
I v
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12. Review, your information, make any necessary changes, and click on the Submit User
button to complete the registration process.

A “Confirmation” message displays as shown in Figure 2-8.
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Figure 2-8: Confirmation Message

®@Confirmation

Your ID has been successfully registered with CMS Enterprise Portal. An e-mail has been sent to your registered e-mail address. You can now login by clicking here

13. Please wait at least 5 minutes before logging on to the CMS Portal with your new EIDM
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/wps/portal/unauthportal/home/) into your web browser and click

on the Enter button.
The CMS Enterprise Portal Home Page is shown in Figure 2-9.

Figure 2-9: CMS Enterprise Portal Home Page

CMS.gov l Enterprise Portal

CMS.gov |enterprise Portal

Agres to our 5

2. Enter your UserID and Password and click on the Login button.
The “My Portal” page displays as shown in Figure 2-10.
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Figure 2-10: My Portal Page

My Portal

o

Request/Add Apps

Use the below link to request access to CMS Systems/Applications.

3. Click on Request/Add Apps.

The “Access Catalog” page displays as shown in Figure 2-11.

Figure 2-11: Access Catalog Page

CMS.QOV l!-~-1-,r Enterprise Portal

|
Access Catalog _Stan typing to filter apps... W REQUEST ADMIN ROLIZ

ABC Test App for IMPL.

ACD-MS provides acess bo Shared Savings

The Fee for Service Dal Coliection System
rogram Accountabie Care Orga More {

(FFSDCS) appicatipn cofiac Mare

Help Desk Information
123-456-7890 Help Desk Information Help Desk Ifformation
SamplelMPLEgssne com 123-455-7850 123-45-T8

Test@ausine ¢ ampleiMP gssing

Request Access Request Access Request Arcess

Eundied Payments for Care improvement Data Fie  ©
Transfer

The Benefits Cooranation & Recovery System ati 8
CRS) allows 3 u W
{HCHEI 00wt 3 User | Mo The CCNO Enoliment Resoiuton and

Reconciliation System (CERRS) supp Mare.
Help Desk nformation

123-456-7800
mpiel P nc com

Help Desk Information
i Help Desk Information
123-456-T85

gl P

Request Access Request Access Request Access

The CMS WebEx cloud offering consists of access
10 WebEx Training Cant More.

Agcess to this applkation is restricted o Trading
Parinars that exch More

Connexion provides suppliers with secure onine
Be0ess o thedr Modica More

Help Desk Information
123-456-7800

NP o

Request Access

CO-OF Program Management Sysiem (CPMS) is

Help Desk Information

Help Desk Information
123-456-7350 123~ 890

Request Access Request Access

A system wsed to faciitate data snaning between
and amang State Medic Mare

Moo Pork

My Access

You currently do not have access to any applications. Please use the
access catalog to request access o the applications

My Pending Requests

You do not have any pending requests at this time
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4. Click on the Request Access button in the “FFSDCS” section.
The “Request New System Access” page displays as shown in Figure 2-12.

Figure 2-12: Request New System Access Page

My Access

Request New System
Accoss

View and Manage My
Access

Annual Certification

Request New System Access

Select a System and then a role to request access.

Depending on your Level of Assurance (LOA) and the role that you request access to, to satisfy system security requirements you may need to complete |dentity Verification,
establish credentials for Multi-Factor Authentication {MFA}, or change your password the next time you login to the system. This may require you to provide additional information as
part of the rele request process. If applicable, please note that your request cannot be fulfilled until Identity Verification is complete and Multi-Factor Authentication (MFA) is
established.

% *System Description: FFSDCS.The Fee for Service Data Cold =)

Foguest how Syitem Acces

* Role: Select the Fole =

5. There are two roles that are applicable for ASP quarterly data submission:

a. ASP Submitter (who can only submit data; if you are the Submitter, select the
“ASP End User” role).

b. ASP Certifier (who can only certify data)
If your role is to submit data, click on the “Role” dropdown list and select ASP End User.

If your role is to certify, click on the “Role” dropdown list and select ASP Certifier.

6. If desired, enter any notes to the approver, and click on the Submit button.

The “Identify Verification” page displays as shown in Figure 2-13.

Figure 2-13: Identify Verification Page

My Access

Request New System
Access

e
Acgess

nual Cartificati

identity Verification

ETD protect your privacy, you will need to complete Identity Verification sy fully, before ing access to the selected role. Below are a few items to keep in mind.

= Ensure that you have entered your legal name, current home address, primary phone number, date of birth and E-mail address correctly. We will only collect personal

: infermation to verify your identity with Experian, an external Identity Verification provider.

i+ ldentity Verification involves Experian using information from your credit report te help confirm your identity. As a result, you may see an entry called a *soft inquiry” on your

: Experian credit reperl. Soft inguiries do not affect your credit score and you do net ineur any eharges related to them, E

I+ Youmay need to have access to your personal and credit report information, as the Experian application will pose questions to you, based on data in their files. For additional
infermation, please see the Experian C A website -http:/fwww.experian.com/help/ E

If you elect to proceed now, you will be prompted with a Terms and Conditions statement that explains how your Personal Identifiable Information (PIl) is used to confirm your
{identity. To continue this process, select ‘Next'

7. Review the information and click on the Next button.
The “Terms and Conditions” page displays as shown in Figure 2-14.
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Figure 2-14: Terms and Conditions Page

My Access

Arcass

Miew and Manage hiy
Access

Annual Cordifcaton

Tarms and Conditians

OME No 0538-1236 | Experaton Date: 04302017 (OME Re-Certificaton Pending) | Papanwerk Beduchon ACt

Protecting Your Privacy

Protocting your Pracy is o top prorty st CMS. We are committed 1 ensuing the securty and confidantiaity of th user registeing to EIDM. Ploise read the CMS Privacy Act Statersenl | which describes how we use the
Information you provide:

Personal” infarmation i described a5 data (hal = unigue 10 an indnidual, such &5 a name, address, telaphone nsmber, socisl secunty numbes, and date of bith (DOB) CMS is very sware of the privecy concems around PII
data_ In fact, we share your concams Wa will onldy coliect parsonal imformation to venfy your identity. Your information will be disclosad o Exparian, an extarnal authantication sarvica providar, 10 holp us varity your dantity, If
caollected, we will validate your Social Secunty number with Expenian anly for the purposes of verifying your identity. Experian verifies the information you give us aganst their records. We may also use your answers o tha
Ehallenge questions and other Pl to kater entify you in case you forget or mesplaca your Liser D /Password

HHS Rules Of Behavior

W oncourage you bo read the HHS Bules of Behawor | wheeh prowdes the use of all HHS nk b resources for [ users, including Fedoral employoes. contractors, and ofher system
s

| harve read the HHS Rukes of Behawor for Privieged User Accounts (addendum 10 the HHS Rules of Behavior (HHS RoB), document numbaer HHS-OCI0-201 3-00035 and dated July 24, 2013), and undesstand and agree to
comply with its prowisions. | understand that vaplabons of the HHS Ruies of Behavior for Prvileged Lisar ACcounts of information securty policies and standasds may lead fo disciplnary action and that these achons may
Include ol removal or m from wark on bederal Conracts o projects, revocation of access 1o fodaral ifformation, iformanon systems, and'or Taciitics; criminal penaltes, and'or amgrsonment. |
nderstand that exceptions 1o the HHS Rules of Bahavior for Privileged User Accounts must be sulharized in sdvance o witing by the OpDw Chief information Ofices of his/har designea. | also undadstand that violation of
certam laws, such as the Prvacy Act of 1874, copynght law, and 18 USC 2071, which the HHS Rules of Behawor for Privileged Usar Accounts deanw upaon, can result in monetary fines and/or ciminal charges that may result n
Imgrisonamont

Identity Verification

| understand that the denlity proofing senices bing requisted are reguiated by the Fair Credit Reporiing Act and that my explicil consent i required 1o use these serices | understand that any specisl procedurnes
Bstablishad by CMS for idantity proofing using Exparian have baen met and the senices requestad by CMS 1o Expenian will be usad solely to confiim the applicant's. identity to avoid fraudulent transactons. in the applicant's
name

| agree to the terms and conditions |

Lo GRS

8. Review the information, click in the box next to “| agree to the terms and conditions,” and
click on the Next button.

The “Your Information” page displays as shown in Figure 2-15.

Figure 2-15: Your Information Page

My Access i

Your Information
il
Acimig
[R— Sk o gl Pk e st . e b i o ity e
i s e
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St End bt

48 g saca sty rumbar. a4 e o ety Vst
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Trwar yoie die £ 20 in VUATHDVVFY Borat sa 2 iy b g o iy Vaetcasin

:i i. :“-m. ToCics enen

SR —

e

9. Review your information, complete any additional required fields, and click on the Next

button.

The “Multi-Factor Authentication Information” page displays as shown in Figure 2-16.
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Figure 2-16: Multi-Factor Authentication Information

CMS.gov |I‘-..-1-\.- Enterprise Portal © Maureen Campbell w @ Help B Log Out

n reader mode Off | Accessibility Sattings

My Access Multi-Factor Authentication Information|

Roquest Now System
N_r'u“ i To pratect your prvacy, you will noed fo add an addiional kevel of security lo your account. This will entail succossfully registenng your Phone, Comgetor or E-mail, befors contimsng 1he role request process.
View and Manacge My To continuse thes process, pleaso seloct ‘Naxt

Access

Annuel Carsaton I I

10. Click on the Next button.
The “Register Your Phone, Computer, or Email” page displays as shown in Figure 2-17.

Figure 2-17: Register Your Phone, Computer, or Email Page

Register Your Phone, Computer, or E-mail

My Access

Agding a Secunty Code to your login also known as Multi-Factor Authentication (MFA) can make your login mone Secure by providing an extra layer of prolaction 1o your user name and password

Request New Systom

You can associate the Secunty Code to your profile by registering your Phone, Computer or E-mail. Select the links below to find out more information about the opticns

i Phone/ TabletPC/Laptop

& Text Message Short Message Service (SMS)
&> Interactive Voice Response (IVR)

= E-mail

Please note that you are only allowed two attempts 1o register your MFA device, If you are unable fo register your device within two attempts piease log out, then log back in 1o try again

Sedect the MFA Device Type that you want to use to login to secure applications from the dropdown menu below.
*MFA Davico Typa: | Select MFA Devcs Type -

11. Select a device from the “MFA Device Type” dropdown list, enter any required
information requested for the selected device, and click on the Next button.

A message displays that your device has been registered successfully displays, as
shown in Figure 2-18.

Figure 2-18: Successful MFA Registration Message

Register Your Phone, Computer, or E-mail

My Access

You have successfully registered your Phone/Computer/E-mail to your user profile.

Request New System

- acm»

View and Manage My
Access

Annual Certification

12. Click on the OK button.
A “Request Acknowledgement” screen displays as shown in Figure 2-19.

User Manual Version 2.0 14 Medicare Part B Drug Average Sales Price (ASP)



CMS XLC

ASP Application Access

Figure 2-19: Request Acknowledgement Page

Request Acknowledgement

My Access
Your request to access ASP using the ASP End User role has been successfully submitted

Request New Syslem
Access Your request id 15 - 2683343
Miew and Manage M Use this number in all comespondence concerming this request You will be contacted via E-mail afler your request has been processed
Access
Annual Certification

13. Click on the OK button.

Note: After role submission, please wait up to 72 hours to receive an e-mail notification.

2.2 Points of Contact

2.2.1  Tier 1 Support - FFSDCS (ASP) Application Helpdesk

e Email: ASPHelpDesk@dcca.com
e Phone: 844-876-0765
0 9AM-6PM Eastern, Non-Peak
0 9AM-9PM Eastern, Peak
= Jan 1%'—Jan 31%
= Apr 15— Apr 30"
= Jul 1%t = Jul 31¢
= Oct1%- Oct 31

o Tier 1 Issue examples:

Account Unlock

Password Reset

Registration process questions
Policy Question escalations
System Availability escalations
Other

O O O O O O

2.2.2  Tier 2 Support — CM Policy Support

e sec303aspdata@cms.hhs.qgov

e Remedy/Service Now (SNOW) Service Tickets
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2.2.3  Tier 3 Application/System Support (Data Computer Corporation of America
[DCCA])

o Remedy/SNOW Service Tickets

2.24  Tier 4 Support
e Data Center SR Workflow
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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 compliance). 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 displays with a gray background.

If the user is new to the application, the user is placed directly into the Home page (for
Submitter [Figure 3-1] or Certifier [Figure 3-2]).

Figure 3-1: ASP Application Home Page — ASP Submitter

= Welcome, Robert! Dowrlosds Uaee Cude (POF) File Usioad Foomata (2ig)
Compliance Sumemary
Manage NDCLUALT 1D
Product Data Meszages
Financial Data View A1
Ganerate One Time
Password {0TP)
v ASP Business Process Flow Reparting Summary
Re Sastomanes Priceng s o 3
Halp Currens Subeni e Porid ST O
= = Boys Aoy e Eraas Bt s W
® @ @ Compliance Report
S P ot ol Tt i ot
e ¥ B o o o St
' — = | o ] o ]
_ A E" E TR
WA PbIOus  Upliad Aokl O
- 0 0
Ly
5 g ot —
Sl eamce e P D
For the best webade expanence we Tecommend using the latest version of ose of the foloweng supporied browsen Ghiome (wrsin 49 or greater]. Frefox [version 10 or greater), or imemet Explores 90 of greater

Figure 3-2: ASP Application Home Page — ASP Certifier

Medicare Part B Average

Welcome, Garry Drtiaacs. Ljar {PUF) Fil E
Vasify One Tima
Password (0TF)
Confication Meszages

Help View a0

ASP Business Process Flow Reparting Summary

= T
rees aden i Pariod e
[ —r—— "

[ ] Compliance Repon

i Pradct Bk G Exte ancil in
I Cusrently Not Avaslable please use Comphance Summary nste: L]
' i
okt Sapummcy Ornesute D"lh-ﬂ-."
.u ——

rPem————ry

For the best webate xpenanca, we recomimand ssng the abess wirmion of one of the lollowng suppored browsars: Chiome (wrsion 43 or greater), Felox (wraion 19 or greatw]. or inteenat Explorar 9.0 of greater
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4.  Manage NDC1/ALT ID - Submitter

Before a labeler (Submitter) can begin submitting Product and Financial data for their respective
labeler codes (NDC1/ALT ID), they are required to assign those labeler codes to their unique

user account.

To assign NDC1 or Alternate ID codes, they must first be listed in the “NDC1/ALT ID Listings”
list. If the NDC1 or Alternate ID is not on the list, you must add them to the list. Once on the list,
they can then be assigned. Perform the following steps to manage NDC1s and Alternate IDs.

1. Click on Manage NDC1/ALT ID from the menu on the left side of the screen.

The “Manage NDC1/ALT ID” screen displays with the global list visible, as shown in

Figure 4-1.

Figure 4-1: Manage NDC1/ALT ID Screen

Medicare Part B Ave.rar: Sales Price Manage NDC‘”ALT |D He|
Home
Y, NDC1/ALT ID Listings Assigned NDC1/ALT ID Listings
-
Product Data
01023
Financial Data 38983
24241
Generate One Time 44333
Password (OTF) m Assign>>
Assumptions m
Re-Statemnents mf
Help mg
00647
G5800
E5400
65300
65200
* Add New NDC1 2 Add New ALT ID
NDC1:
Add
2. To search for an NDC1, enter the partial or full NDC1 in the “Search/Filter:” field.
The application filters the entered NDC1, as shown in Figure 4-2.
Figure 4-2: Manage NDC/ALT ID - Filter
Medicare Part B Averae Sales Price Manage NDC1/ALTID Hel
Home
Compilance Susmmary NDC1/ALT ID Listings Assigned NDC1/ALT ID Listings
SearchiFier: (303
Product Data ST ) |
Financial Data m;;
Generate One Time 80378
Pasaword (OTP) kit Assign>>
Asabptions: 90395
Re-Statements
Help
® Add New NDC1 O Add Hew ALT ID
NDC1: [~
Add
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3. To add an NDCL1 to the global list, click on the “Add New NDC1” radio button and enter
your new NDC1 in the “NDC1:” field.

The “NDCL1:" field is populated, as shown in Figure 4-3.

Figure 4-3: Manage NDC/ALT ID — NDC1 Field Populated

Medicare Part B Averae Sales Price Manage NDC1/ALT ID He|
Compliance Summary NDCA/ALT ID Listings Assigned NDC1/ALT ID Listings
e ————

Generate One Time EE:‘-?%

Password (OTP) o0ssa Assign==

Re-Statements oz

Help %

NDC1: (90050
4. Click on the Add button.
A message displays confirming that the new NDC1 was added successfully and the new
NDCL1 is listed at the top of the global list, as shown in Figure 4-4.
Figure 4-4: Manage NDC/ALT ID — NDC1 Saved Successfully
Medicare Part B Averae Sales Price Manage NDC1/ALTID HF.'|

Home
Compliance Summary aehilly
Product Data
TSkl Dk NDCA/ALT ID Listings Assigned NDC1/ALT ID Listings
Generate One Time [
Passwerd (OTP) FearchTiter: |
Assumptions [oo09a
santackl 01023
Re-Statements 26983
24241
44333
Help, 44767 Assgn>>
| 00E58
00854
00853
00652
| 00651
[Lrich]
00648
00647
G5B00
G5400
65300
* Add New NDC1 2 Add New ALTID
HocH:
Add

5. To add an Alternate ID to the global list, click on the “Add New ALT ID” radio button

The “ALT ID:” field is populated, as shown in Figure 4-5.
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Figure 4-5: Manage NDC/ALT ID — ALT ID Field Populated

Medicare Part B Averae Sales Price

Home
Comgpliance Summary

Manage NDC1/ALT ID

NDCA/ALT ID Listings

Manage NDC1/ALT ID

Assigned NDC1/ALT ID Listings

SearchiFilter:
Product Data —
Financial Data 01023
36883
Generate One Time 24241
44333
Password (OTP) uret Assign=>
Assumptions x:?
Re-Statements g;‘
Help o064
00648
00647
65800
65400
65300
D Add NewNDC1  ® Add New ALTID
ALTID: [54321EDCEA]
Add

6. Click on the Add button.

A message displays confirming that the new ALT ID was added successfully, and the
new Alternate ID is listed at the top of the global list, as shown in Figure 4-6.

Figure 4-6: Manage NDC/ALT ID — ALT ID Saved Successfully

Medicare Part B Average Sales Price
Py K S AT T P B

Manage NDC1/ALT ID

Home
C i 1
ompliance Summery B43EDCEBA Successtully added.
Product Data
Ao s NDCA/ALT ID Listings Assigned NDC1/ALT ID Listings
Generate One Time i
Password (OTP) S
Assumpticns ;'f,’g;t”c”“ &
Re-Statements. '2;2;;
| 24241
Help |44333 Agsign>
| 44767
| 00854
| 00653
| 00852
| 00851
| 00649
| 00848
|ooBa7
| 65800
| 65400 -
Add New NDC1 1 Add Mew ALT ID
NDC1: |
Add

7. To assign NDC1s and ALT IDs, select one or more items from the “NDC1/ALT ID

Listings” field.

The selected item(s) are highlighted, as shown in Figure 4-7.
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Figure 4-7: Manage NDC/ALT ID — Select NDCs/ALT IDs for Assignment

! Medicare Part B Averae Sales Price Manage NDC1/ALTID

|
Home

Compliance Summary NDC1/ALT ID Listings Assigned NDC1/ALT 1D Listings

Manage NDC1/ALT ID

Product Data
Financial Data

. .GIHHFII! One Time
Pasaword (OTP) Assigr=>
a;'l.'wm

.Msmm

Help

® Add New NDC1 ) Add New ALTID

NDCH:

Click on the Assign>> button.

A message displays stating that the items were successfully assigned. The selected
item(s) appear in the “Assigned NDC1/ALT ID Listings” field, as shown in Figure 4-8.

Figure 4-8: Manage NDC/ALT ID — NDC1/ALT ID Assigned Successfully

Medicare Part B Ave.r.ie Sales Price Manage NDC1/ALTID

Home

Compliance Summary

Manage NDC1/ALT ID

Product Data

Successfully assigned.

Financisl Daia NDC1/ALT ID Listings Assigned NDC1/ALT ID Listings

Generate One Time .
Password (OTF) Search/Fitter:

54321EDCBA ~ 00658
Assumptions 0654

01023
Re-Statements phe 00652
Help 24241 = 00651
44333 sign>> 00649
44767 00648
E5800 00647
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5. Compliance Summary - Submitter

The Compliance Summary features allow Drug Manufacturers to view whether their drugs are in
compliance with the drug submission reporting requirements. Drug Manufacturers can access a
compliance summary for all drugs using the Compliance Summary menu tab.

1. From the menu on the left side of the page, click on Compliance Summary.

The “Compliance Summary Overview” page displays with the current reporting period as
the default, as shown in Figure 5-1.

Note: The “Compliance Summary Overview” screen lists the compliance summary for all
manufacturers assigned to a Submitter by default.

Figure 5-1: Compliance Summary Overview Page: Submitter

Medicare Part B Jwer.le Sales Price Compliance Summary Overview

CHPPMRER Y. Reporting Perlod *: a1 2018 =
Manage NDC1/ALT IO

Manufacturer *:
Product Data

PhrancisiData. Labeler Code:
Generate One Time Drug Identifier: |

Passwsrd (OTP)
View Compliance Overview Detad

12019
Labelers are out of compliance with data reporting requiremaents.
5% of drugs are certified out of 128 total drugs.
[0 Cortified, & Restatensans Corttiog)
Missing

Total Mew Drugs

2. Select the desired reporting period from the “Reporting Period” dropdown list, the
desired manufacturer from the “Manufacturer” dropdown list (optional), either a full or
partial drug identifier (optional), and click on the View Compliance Overview Detail
button to display the summary report.

The drug information displays for the selected manufacturer for the selected reporting
period as shown in Figure 5-2.

Figure 5-2: Manufacturer’s Compliance Summary Report

Medicare Part BAFEF.?E Sales Price cOmpliance Summary Overview

Compliance Summary e £
Reporting Period *:  |Q1 2019

Manage NDC1/ALT ID

Manufacturer *:  TEST. NEWER MANUFACTURER
T EST - NEWER MANUFACTURE
Financial Data Labeler Code: 1z
Generate One Time Drug Identifier: |
Password (OTP)
View Compliance Cverview Detail
Assumptions
fa-Statsments Selected Quarter: @1 2019
Help

Labeler is out of compliance with data reporting requirements.
0% of drugs are certified out of 1 total drugs.
(0 Certified, 0 Restaternant Certified)

Missing: 1

Total New Drugs: 0
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The Compliance Summary Overview screen displays statements whether or not the
Drug Manufacturer is within compliance for the reporting period. Also listed is the

percentage of drugs assigned to the user that are certified for the selected reporting
period:

e Missing (go to step 3)
e Total New Drugs (go to step 6)

3. Toview drugs that are not compliant because the financial data for the drug has not
been submitted, click on the Missing panel.

The “Missing” report displays, as shown in Figure 5-3.

Figure 5-3: Compliance Summary: Submitter - Missing

Medicare Part B Average Sales Price

Compliance Summary Overview

d =

s M cporting Period *: (77010 ¢
UALT D
— Manufacturer *:
Preduct Data
o= | Labeler Code:  Select =
Financial Data
Cenerate One Teme | P0G Identifier: [
Password (OTP)
o Wiew Compiiance Cvervies Detad
Assumplians
Q12018

Help

Labelers are out of compliance with data reporting requirements.

6% of drugs are certified out of 129 total drugs.

Prisvous First 1 Last Next
Reparting Periad | ALF | ASP Units | wag | CAP Units | Status | Risshve

o1 209 PENDING Eisotve

Prewious First 1 Last Maxt

Tetal New Drugs

Drug Manufacturers have the ability to enter financial data by clicking on the “Resolve”
link for the specific drug identifier.

4. Click on the Resolve link.
The “Add/Edit Financial Data” screen displays for the drug identifier selected from the
“Compliance Summary” screen, as shown in Figure 5-4.

Figure 5-4: Compliance Summary: Submitter — Add/Edit Financial Data

Add/Edit Financial Data

Compliance Summary
5 Pleass resoive NDC/AI ID:00647-7602-01

Manage NGGUALT ID

Preduct Data

[T et Revorting Porod: 01 2010

Addrdit Fimancial Oata

Orug identitier: | | search
Upload Financial Dats
Generate One Time [5m0mng 1 resun - = Previous First 1 Last_Wext . _ > ]
[ Drug apiatar, | Generic (Brang Name)  Manutacturar's Wunvwimm Humber o Cap Units status View Dotaits.
— O0E4T-T502-01 DROO544 [ I J PENDING 1
Re-Statements. | | Exguc]
.H.Ip [Enowng 1 resun Previous First 1 Last Wext

el 1

Save Financial Data
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5. Enter the missing financial data and click on the Save Financial Data button.

A message displays stating that the financial data were saved successfully, as shown in
Figure 5-5. The drug identifier status will now be “SAVED".

Figure 5-5: Compliance Summary: Submitter — Financial Data Saved Successfully

Add/Edit Financial Data

e Fanaacisl awa saoed
¥

Gurmert Reporting Period: G1 2018

o
e | D0 e 005 171122 Sa
R Strsermana ==y - ]
e D bt o Hammbent o Cour Khnitn. Satia,  ew Dxsads
o [ — e AN W B |
001411123 094 MACL EOOUL VIAFLO LK DAC mm i) Buie
(g e J

6. To view the product and financial information for new drugs that have been certified or
saved, click on the Total New Drugs panel.

The “Total New Drugs” report displays, as shown in Figure 5-6.

Figure 5-6: Compliance Summary: Submitter — Total New Drugs

Compliance Summary Overview

Reporting Period *: (G115

Manufacturer *; g

Product Data
Financial Data Labeler Code:
Generate One Time  Drug Identifier;
Password [OTF)
i Vihew Comphance Oversew Detal
Wi Stabeemonts T
Selacted Quarter: 01 7013
Halp
Labeler is out of compliance with data reporting requirements.

0% of drugs are certified out of 18 1otal drugs.
0 Reatasemant Cartsied)
Minsing
Totad New Drogs

[ T

D Sdontifiar Ruporting Period

ASH Unis W CAR Units. N
DOB4TTT1.5E @ 28

[Showing 1 resu

Predous Fast 1 Last dext
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6. Produc

t Data

Drug manufacturers are required to submit quarterly drug data to the ASP application 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

product data using online data entry and through approved file uploads.

6.1 Add Product Data

Add Product Data allows drug manufacturers the ability to manually submit drug product data

one at a time to CMS. To upload product data for multiple drugs at once from a file, skip to

section 6.2.

1. Click on Product Data from the menu on the left side of the screen, and then click on
Add Product Data.

The “Add Product Data” screen displays with the current reporting period as shown in

Figure 6-1.

Figure 6-1: Add Product Data Screen

Medicare Part BAverae Sales Price

Home

‘Compliance Summary
Manage NDC1/ALT ID
Add Preduct Data
Update Praduct Data
Upload Product Data
View Submitted Drugs

Financial Data

Generate One Time
Password (OTF)

Assumptions
Re-Statements

Help

Current Reporting Period: Q4 2018

* denctes required fleld

Add by NDC Add by Alternate 1D

NDC1*

HDCZ* [

NDCY" [

Strength of the Product”

Volume per Item*

Number of Items ’7
per NDC*

Add Product Data

Manufacturer Name"

Date of First Sale*

Has Brand Name?

Generic Name*

Add New FIDA Appcation Numbers

FDA Approval Date”

Date must be in MWDDYYYY fomat

FDA Application NumberRegistration
Number®

Date must be in MWDDAYYYY tormat

Expiration Date of Final Lot Sold

Diate must be in MWDDAYYYY tormat

FDA Approval Type*

Select

FDA Application Supplement Number

Save

—

2. To add fields by NDC, select the “Add by NDC"” tab and use the following requirements:
Note: To add fields by Alternate ID, go to step 4.

NDC1:

NDC2:

dropdown

Note: if the NDCL1 desired is not in the dropdown list, click on Manage

NDC1/ALT ID from the menu on the left side of the screen, and add and

assign your NDC1.

numeric
required
4-digit entry
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NDC3: numeric
required
2-digit entry

Manufacturer Name: required
limited to 250 characters

Note: When entering Product Data for the same Manufacturer
more than once, be sure that the spelling is the same each
time for that Manufacturer. If data were entered through
“Upload Product Data,” the spelling must match that as well.

Has Brand Name?: checkbox
optional

Brand Name: field is only displayed if the “Has Brand Name?” box is checked
required if “Has Brand Name?” box is checked
limited to 250 characters

Generic Name: dropdown list
required

New Generic Name: displayed only if selecting “Add New Generic Name” from the
“Generic Name” dropdown list
required
limited to 250 characters

Date of First Sale: MM/DD/YYYY format
required
cannot occur before the FDA approval date
must occur prior to the “Current Reporting Period” start date

Expiration Date of Final Lot Sold: MM/DD/YYYY format
optional

Strength of the Product: required
limited to 500 characters

Volume Per Item: required
limited to 250 characters

Number of Items per NDC: numeric
required
limited to 9 digits

FDA Approval Date: required
MM/DD/YYYY format
must be prior to “Current Reporting Period” start date
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FDA Application Number/Registration Number:

FDA Approval Type: required

required

alphanumeric

up to 9 characters

can have up to 2 more optional
entries by clicking on the “Add New
Application Numbers” link

dropdown list

FDA Application Supplement Number:

alphanumeric

optional

up to 9 characters

can have up to 2 more optional entries by
clicking on the “Add New Application
Numbers” link

The field windows populate with the entered data, as shown in Figure 6-2.

Figure 6-2: Add Product Data — Fields Populated

Medicare Part B Ab'erae Sales Price

Home
Compliance Summary Current Reporting Period: Q4 2018
Manage NDCUALTID

oo [

Add Product Data
Add by NOCT Add by Alternate 1D
Update Product Data
NDC1*
Upioad Product Data
Fp— . MDCZ T
View Submitted Drigs ¥
Financial Data NOCS; v
Generate One Time
Passward (OTP)
Assumptions
Re-Statemants
Help Strength of the Preduet”

‘l&:

Velume par ftem®
0

Number of ltems. )
per NDC"

Add Product Data

Date of First Sale” |060!-2U|8

Dot must ba in MMVDOVYYYY fovmat

Manufacturer Name™
[TEST - New Manufacturer

Expiration Date of Final Lot Sold |
Cnte must ka i MUWOOYYY foermat
Has Brand Name?

Ganaric Name™ 6% MACL 250ML VAFLO UK |, =

FDA Approval Date®

FDA Approval Type®

|osmrzane 101
Date must ba in MWKDOYYYY format

FDA Application Number/Registration Number® FDA Application Supplement Number
s
Additional FDA Application Supplemant
MNumber #1

[+44444

Additional FDA Application
MNumbariRegistration Numbaer #1

3. Click on the Save button.

The screen displays the confirmation that the product submission has been successfully

saved, as shown in Figure 6-3.
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Figure 6-3: Add Product Data - Product Submission Saved Successfully

Add Product Data

Compliance Sumenary | Cyrrent Reporting Period: O4 2018
Manage NDC1ALT ID

m B88885-2277-44 product data have been saved successiully.
Add Product Data

Update Product Data

L|||;0¢‘ Product Data * denotes required flold

View Submined Drugs
Addby NDC | Add by Alboenane 0

- 4 Manufacturer Namae" Cate "
Generate One Time "o . & of First S.ll.l.
P {01 Ot st Be in MMOOYYYY format

Assumptions e — tion Date of Final Lot Soid
: [ Date e 4 i MDAV frmnat
Re-Statements

Help

Strength of the Produet” B0 b F DA ADORCAION Humbsss

| FOA Approval Date” FOA Approval Type*

Valume per e ity st 4 i MATADAYYY farmat

‘ FD& Application Numser! Regitraticn Numser FDA Application Supplement Number

Mumber of ftems par ——
NOC

4. To add fields by Alternate ID, select the “Add by Alternate ID” tab, and use the following
requirements:

Alternate ID: required
dropdown

Note: if the Alternate ID you want to use is not in the dropdown list,
you must click on Manage NDC1/ALT ID from the menu on the left
side of the screen, and add and assign the Alternate ID.

Manufacturer Name: required
limited to 250 characters

Note: When entering Product Data for the same Manufacturer
more than once, be sure that the spelling is the same each
time for that Manufacturer. If data were entered through
“Upload Product Data,” the spelling must match that as well.

Has Brand Name?: checkbox
optional

Brand Name: field is only displayed if the “Has Brand Name?” box is checked
required if “Has Brand Name?” box is checked
limited to 250 characters

Generic Name: dropdown list
required

New Generic Name: only displayed when selecting “Add New Generic Name” from
the “Generic Name” dropdown list
required
limited to 250 characters
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Date of First Sale: MM/DD/YYYY format
numeric
cannot occur before the FDA approval date
must occur prior to the “Current Reporting Period” start date

Expiration Date of Final Lot Sold: MM/DD/YYYY format
optional

Strength of the Product: required
limited to 500 characters

Volume Per Item: required
limited to 250 characters

Number of Items per Alternate ID: numeric
required
up to 9 digits allowed

FDA Approval Date: optional
MM/DD/YYYY format
must be prior to “Current Reporting Period” start date

FDA Application Number/Registration Number: optional
alphanumeric
up to 9 characters
can have up to 2 more optional
entries by clicking on the “Add New
Application Numbers” link

FDA Approval Type: optional
dropdown list

FDA Application Supplement Number: alphanumeric
optional
up to 9 characters
can have up to 2 more optional entries by
clicking on the “Add New Application
Numbers” link

The fields populate with the entered data, as shown in Figure 6-4.
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Figure 6-4: Add Product Data — Add Fields by Alternate ID

Add Product Data
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5. Click on the Save button.

The screen displays the confirmation that the product submission has been successfully

saved, as shown in Figure 6-5.

Figure 6-5: Add Product Data - Product Submission Saved Successfully

Compliance Summary |

Manags NOCUALT 1D

Current Reporting Peried: 04 2018

3 Product Oata
Updain Product Dats

* denotes required feld

Add by WOC | Add by Atwmate 0
HoCT Select
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Strength of the Proguct”
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NDC

Add Product Data
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Manufacturer Name®

Date of First Sale”

e s b In MADODAPYY Smat

Expiration Date of Final Lot Sokd
Dt s £ in MIADEAYPYY Sarmat

Has Brand Name? o

Coraric Name'
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FOA Approval Type®

FOA Application Supplomant Number

6.2 Upload Product Data

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

1. Click on Product Data from the menu on the left side of the screen, and then click on
Upload Product Data.
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The “Upload Product Data” screen displays with the current reporting period showing, as
shown in Figure 6-6.
Figure 6-6: Upload Product Data Screen

Upload Product Data

Medicare Part B Average Sales Price

Home
Summary Current Period: O4 2018
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Browse for ne
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Ganerate One Teme

Passwerd (OTF)
e G nece: o sceacranue e Tormars
Assumptions

Re-Statements. LipoRd

Help

2. To upload data, click on the Browse... button.

The file directory opens, as shown in Figure 6-7.

Figure 6-7: File Directory Window

B Financial Data_Test T/2/201811:52 AM Microsoft Excel Comma Separated Values File

3= Product Data_Test 4/16/2018 3:43 PM Microsoft Excel Cormma Separated Values File

3. Select a file and double-click on it.
The “Browse..."” field is populated, as shown in Figure 6-8.

Figure 6-8: Upload Product Data Browse Field Populated

Upload Product Data

Compliance Summary | Cyrrent Reporting Perlod: Q4 2018
Manage NOCTALTID

Retresh
44 Product Data Last three uploaded files
" Update Prodoct Data
T Mo data exists.
| View Submisied Diugn
.FIMHEII Data Browse for new or cormected product data
.ﬂ:-n;ﬂm Tena
Password (OTP)

el e ¢ CRHAGHE T frmats
Assumptions e

Upioad

Fe-Statements

Help

4. Click on the Upload button.

A message displays confirming that the product data were saved successfully, and the
drug data are listed, as shown in Figure 6-9.
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Figure 6-9: Upload Product Data Saved Successfully

Medicare Part § Average Sale. Upload Product Data
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ploaded Sles
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Note: Errors will be displayed in the “Status” column detailing what you will have to
change in the Upload File.

Note: If there are errors in uploading the document where leading zeros are removed
from the NDC and date field values, the file will need to be edited and certain columns
reformatted. To do this, open your file and continue with Step 5. To be certain of file
column formatting, click on the “Click here for acceptable file formats” link, or follow the
criteria below.

5. Open the “Upload Product” file, as shown in Figure 6-10.

Figure 6-10: Upload Product File

AL - f || Manufacturer's Name
A B C D E F 6 H | J K L M N o P Q R s T u v

1 [ManufactINDc1 ~ NDC2  NDC3  Alternatel Generic N Brand Nar Strength ¢ Valume P Number a Expiratior Date of Firs FDA Appli FDA Appli FDA ApprcAdditiona Additiana Additiona Additiona FDA Approval Date
2 |Ec 647 7140 1 DRGO032 2mg/ml 5ml 1 2/1/2005 103575 5110 BLA 12/16/2003
3 |ELC 647 7501 1 DRG0544 200 MG 1 1 5/16/1996 20509 70 NDA 5/15/1996
4 |ELC 647 7502 1 DRGO544 1GM 1 1 5/16/1996 20509 70 NDA 5/15/1996
5 [ELC 647 7510 1 DRG0245 100units/r 10 ml 1 7/15/1996 20363 126 NDA 6/14/1996
6 [ELC 647 7510 17 DRG0245 100units/r3 ml 1 1/4/2010 20563 126 NDA 6/14/1996
7 |ELC 647 7516 59 DRG0245 100units/t 3 ml 5 8/2/2000 20563 126 NDA 6/14/1996
8 [ELC 647 7623 1 DRGO579 500 mg. 1 1 2/13/2004 21462 40 NDA 2/a/2004
9 |ELC 647 7635 11 DRG0234 210 MG 1 1 3/1/2010 22173 14 NDA 12/11/2009
10 [ELC 647 7636 1 DRG0294 300 MG 1 1 3/1/2010 22173 14 NDA 12/11/2009
11 |ELC 647 7637 11 DRGD294 405 MG 1 1 3/1/2010 22173 14 NDA 12/11/2009
12 |ELC 647 7640 1 DRGO579 100 mg 1 1 1/10/2008 21462 40 NDA 2/a/2004
13 [ELC 647 8031 1 DRGD216 1mg 1 1 2/22/1999 20928 44 NDA 9/11/1998
14 [ELC 647 8215 1 DRG0246 100units/r 10 ml 1 7/1/1983 18780 138 NDA 10/28/1982
15 |ELC 647 8215 17 DRG0246 100units/r3 ml 1 1/4/2010 18780 138 NDA 10/28/1982
16 |ELC 647 8215 91 DRG0246 100units/t 10 ml 1 8/16/2010 18780 138 NDA 10/28/1982
17 |ELlC 647 8315 17 DRG0246 100units/r3 ml 1 7/12/2010 18781 124 NDA 7/1/1983
18 |[ELC 647 8501 1 DRG0246 500 units/ 20 ml 1 12/11/1996 18780 138 NDA 10/28/1982
19 [ELC 647 8725 59 DRG0245 100units/r3 ml 5 11/9/1998 20363 126 NDA 6/14/1996
20 |BMSC 648 293 5 DRG0384 40mg/ml 1 1 9/30/1990 14501 NDA 2/1/1965
21 |BMSC 648 293 20 DRGD384 40mg/ml s 1 9/30/1990 14501 NDA 2/1/1965
22 |BMSC 648 293 28 DRG0384 40mg/ml 10 1 9/30/1990 14501 NDA 2/1/1965
23 |BMSC 648 371 13 DRGO074 250mg 1 1 6/27/2011 125288 BLA 6/15/2011
24 |BMSC 648 494 20 DRG0384 10mg/ml 5 1 9/30/1990 12041 NDA 1/4/1960
25 |BMSC 648 2187 10 DRGO031 250mg. 1 1 2/9/2006 125118 BLA 12/23/2005
26 |BMSC 648 2327 11 DRGO563 Smg/ml 10 1 4/6/2011 125377 BLA 3/25/2011
27 |BMSC 648 2328 2 DRGO563 Smg/ml a0 1 4/6/2011 125377 BLA 3/25/2011
28 |GNTHI 649 188 9 DRG0232 3MG/3ML 0 1 3/2/2006 21858 NDA 1/6/2006
29 |GNTHI 649 191 9 DRG0233 3MG/3ML 0 1 3/2/2006 21859 NDA 1/6/2006
30 |GNTHI 649 259 1 DRGO465 250 MG. C. [} 100 6/12/1995 50722 NDA 5/3/1995
31 |GNTHI 649 259 5 DRGO465 250 MG. C. [ 1440 6/12/1995 50722 NDA 5/3/1995
32 |GNTHI 649 259 a3 DRGD465 250 MG. C. [} 500 6/12/1995 50722 NDA 5/3/1995
33 |GNTHI 649 260 1 DRG0465 500MG TA 0 100 8/12/1997 50723 NDA 6/19/1997
34 |GNTHI 649 260 43 DRGO465 500MG TA [} 500 8/12/1997 50723 NDA 6/19/1997
35 |GNTHI 649 261 29 DRGO465 175ML ML [ 175 5/10/1999 50759 NDA 10/1/1998
36 | GNTHI 649 1100 20 DRG0489 150 MG T2 [ 60 5/15/1998 20896 NDA 4/30/1598
27 lonTn £aa 1101 an necniga SONAC TA n 100 c/is/1aag Jngae [ YTaY.Y Alanfiaag
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6. To reformat a column, right-click on a column header.

The “Column Editing” dropdown displays, as shown in Figure 6-11.

7. Select “Format Cells.”

The “Format Cells” window displays, as shown in Figure 6-12.

Figure 6-11: Upload Product Data Column Editing Dropdown

K 3 = ™ 3 F
ManufactiNDC1 3 Cut Alternatel Generic N Bra
ELC 6By Copy DRG0032
ELC 6_ hD Paste Options: DRGO544
ELC 6 o DRGO544
ELC 6 O DRG0245
ELC & Paste Special... DRG0245
ELC R DRG0245
ELC 6 DRGO579
ELC g  Delete DRG0294
ELC 5 Clear Contents DRG0294
ELC 8 ] Format Cells... DRG0234
ELC 6 ) DRGO579
ElC 6- Column Width... DRG0216
ELC g  Hide DRGD246
ELC 6  Unhide DRG0246
ELC 6as 8215 91 DRG0246
ELC 647 8315 17 DRG0246
Cli RAT acnt 1 NRCAJAR

Figure 6-12: Upload Product Data Format Cells Window

Format Cells

Mumber Alignment Font Border Fill Protection
Lategary:
General Sample
Mumber NDC1
Currency |
'y it . a
D';::“" ing Decimal places: |2 = folume
Time ] use 1000 Separator () ml
Percentage
Fraction Negative numbers:
Scientiic L2sa0 |
Text 123410 oml
Speaal {1234.10)
Custom 1234.10) (ml
'ml
Mumber is used for general display of numbers. Currency and Accounting offer specialized formatting for
monetary value. o0ml
'ml
0ml
'ml
ELC 647 8725 59/ 'DRG0245 | [100units/f3 ml
o0 |BMSC 648 293 5 DRGO3E4 4Dmg,,"m|
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8. Make the following changes according to the below criteria:

Note: For NDC1, NDC2, and NDC3 columns, select “Number” and then “Custom.”

e NDC1: Type 5 0s (00000), click on the OK button, and repeat from Step 6 for any
other column changes

e NDC2: Type 4 0s (0000), click on the OK button, and repeat from Step 6 for any
other column changes

e NDC3: Type 2 0s (00), click on the OK button, and repeat from Step 6 for any
other column changes

Figure 6-13: Upload Product Data Format Cells Custom Editing Example

Format Cells ? *
e & Center - ‘.f- -
Mumber Alignment Font Border Fill Protection -
a
Category:
General Sample
Mumber NDC1
Currency | ]
AC i — |
Baizu" - Iype: folume P Number o E
Time ooood rml 1
Percentage General ~ 1 1
Fraction 0
Saentific 0.00 1 1
Text # ##0 oml 1
Speaal #220.00
cuom I P! 1
# ##0_):[Red)(# ##0) ml 5
# 220.00_);(# #20.00) 1 1
# ##0,00_)[Red](# #%0.00)
$2.#20 )54 #20) 1 1
$2 220 ) [Red]($¥ =#0) v 1 1
Delete 1 1
1 1
Type the number format code, using one of the existing codes as a starting point. 1 1
0ml L\\s 1
ml 1
0ml 1
ml 1
el g 1
T ELC 647 8725 29 DRG0245 100units/i3 ml 5
20 1BMSC 648 293 5 DRGO3E4 4Dmg;"m| 1 1

Note: For the Expiration Date, Date of First Sale, and FDA Approval Date columns,
select “Date” and then “Custom.”

o Expiration Date: Type MM/DD/YYYY, click on the OK button, and repeat from
Step 6 for any other column changes

e Date of First Sale: Type MM/DD/YYYY, click on the OK button, and repeat from
Step 6 for any other column changes

e FDA Final Pre-Marketing Approval Date: Type MM/DD/YYYY, click on the OK
button, and repeat from Step 6 for any other column changes
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Figure 6-14: Upload Product Data Format Cells Date Custom Editing Example

B al
Format Cells ? *
Mumber Alignment Font Border Fill Protection ¥
Category:
General Sample
Number Date of First Sale
Currency 0
Accounting Type: | S
Date ) DA Ap
Time mimy/dd/yyyy A
Percentage $2 220 ) (5¢ 220) A
Fraction $= =0 [Red]($# ##0) DA
soentific §2 £20,00):(52 #£0.00) DA
Text $& 880,00 );[Red)($8 #20.00)
Specal 0% DA
coom . DA
0.00E+00 DA
#20.0E+0
#77 DA
#nm DA
m/dyyyy v DA
Delete DA
DA
Type the number format code, using one of the existing codes as a starting point. DA
DA
DA
DA
DA
DA
100units/t 3 ml 5 11/9/1998 20563 126 NDA
4Dmgfm| 1 1 9/30/1990 14901 NDA
A L 1 r— - o don Lo 2. - LT A

9. Save the file and go back to Step 2.
Note: Be sure that you do NOT change any of the column headers, as that will invalidate
the upload.

Note: Any time that you have to retrieve a file to edit, you will have to perform Steps 5
through 7 again, before you resave the file.

6.3 Update Product Data

Update Product Data allows drug manufacturers the ability to update drug product data to CMS.

1. Click on Product Data from the menu on the left side of the screen, and then click on
Update Product Data.

The “Update Product Data” screen displays with the current reporting period showing, as
shown in Figure 6-15.
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Figure 6-15: Update Product Data Screen

Update Product Data

Cempliance Summary | Current Reporting Period: G4 2018

Manage NOCHALT ID
Includes only active drugs

* denctes reguired field
Afd Product Data

b : | | UpsatepyNDC | Update by Alternate ID

Upload Produst Data
w8 Salect Drug Mentifier
WView Submitied Drugs
Financial Data
Generate Gne Time
Password (OTP)
Assumptions
Fe-Statements

Help

Strength of the
Product”

Volume Por item”

Numbar of Hems
per NDC®

Manufacturer Name™
Has Brand Nama?

Generic Name®

Acd New FDA Application Numbery

FDA Approval Date”

Dt st b 0 MWWDDYYYY Rermat

FDA Application Number/Registration Number

[

Date of First Sale”
Diate must be in MALDOAYYY forman

o
Explration Date of Final Lot Sold [
Diate must be in MDD YYY format

FDA Approval Type®

FDA Application Supplement Number

epare|

To update fields by NDC, select the “Update by NDC” tab.

Note: To update fields by Alternate 1D, go to step 6.

Select Drug ldentifier:
required

dropdown menu

All of the fields automatically populate, as shown in Figure 6-16.

Figure 6-16: Update Product Data Screen, Update by NDC Tab Fields Populated

Medicare Part B Ave rage Sales Price
Home
Compliancs Summary | ¢yrrant Reporting Period: Q4 2018
Manage NDC1/ALT ID

Includies enly active drugs
R ...
Add Product Data
Update Product Data
Uplead Progust Data

Update by NDE | Update by ARernate ID

EEBBE-2707-44

Select Drug Identifier
View Submitted Drugs

Financial Data

Generate One Time

Password (OTF)
Assumptions Strength of the
= Produet”
100
Help

Velume Per Hem®

——

HNumber of ltems
1

per NDC*

Update Product Data

Manufacturer Name®
Has Brand Name?

Generic Name™

ddd Mew PO Application Humbers

FDA Approval Date”

fos0izot8
Date must be in MAWDOYYYY fonmat

FDA Application NumberiRegistration Number®

44444

Date of First Sale® [oe020E

[TEST -MEW MANUFACTURER
Date must b in MWWDOVYYYY foerat
o
Expiration Date of Final Lot Sold
HACL LO UK NP Dt muist b in MMDDVYYYY et

FDA Appraval Typs®

FDA Application Supplement Number

s

UPDATE
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4. Make any updates using the following criteria.

Has Brand Name?: checkbox
optional

Brand Name: field is only displayed if the “Has Brand Name?” box is checked
required if “Has Brand Name?” box is checked
limited to 250 characters

Generic Name: dropdown list
required

New Generic Name: displayed only if selecting “Add New Generic Name” from the
“Generic Name” dropdown list
required
limited to 250 characters

Date of First Sale: MM/DD/YYYY format
required
cannot occur before the FDA approval date
must occur prior to the “Current Reporting Period” start date

Expiration Date of Final Lot Sold: MM/DD/YYYY format
optional

Strength of the Product: required
limited to 500 characters

Volume Per Item: required
limited to 250 characters

Number of Items per NDC: numeric
required
limited to 9 digits

FDA Approval Date: required
MM/DD/YYYY format
must be prior to “Current Reporting Period” start date

FDA Application Number/Registration Number: required
alphanumeric
up to 9 characters
can have up to 2 more optional
entries by clicking on the “Add New
Application Numbers” link

FDA Approval Type: required
dropdown list
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FDA Application Supplement Number: optional
alphanumeric
up to 9 characters
can have up to 2 more optional entries by
clicking on the “Add New Application

Numbers” link

The fields populate with the entered data.

Click on the UPDATE button.

The screen displays the confirmation that the product submission has been saved, as
shown in Figure 6-17.

Figure 6-17: Update Product Data Screen — Update by NDC Saved Successfully

Update Product Data

cnu!nlmu Summary | Current Reporting Period: 04 2018
Manage NDC1ALT 1D
Inciudes only aciive degs

Al Predues Dats
Update Product Data SEERA-2222-44 Product updated successiully.

Upload Product Data

View Submitiod Drugs |+ oo ociied fld

Financial Data

Generate One Time Updato by NDC | Uipeatn by Aermase 10

Fassword [OTF
- i Select Drug Ioentfier BA088 232044 - Manutacturer Mame®

Assumptions
a3 Has Brand Name?

Re-Statements
Generic Mame®

Heip

Strargin ef the B0 e FDA ADDICANON HUMBErs
Producr

200 FOA Approval Date” FOA Approval Type®

fostzo1s

Valume Par ltam’

T FDA Application Supplement Number

Humber of ltems per
NDC' r

UPDATE

foeoi208

To update fields by Alternate ID, select the “Update by Alternate ID” tab, select an
alternate ID from the dropdown list, and use the following requirements:

Has Brand Name?: checkbox
optional

Brand Name: field is only displayed if “Has Brand Name?” box is checked
required if “Has Brand Name?” box is checked
limited to 250 characters

Generic Name: dropdown list
required

New Generic Name: only displayed when selecting “Add New Generic Name” from

the “Generic Name” dropdown list
required
limited to 250 characters
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Date of First Sale: MM/DD/YYYY format
required
cannot occur before the FDA approval date
must occur prior to the “Current Reporting Period” start date

Expiration Date of Final Lot Sold: MM/DD/YYYY format
optional

Strength of the Product: required
limited to 500 characters

Volume Per Item: required
limited to 250 characters

Number of Items per NDC: numeric
required
up to 9 digits

FDA Approval Date: optional
MM/DD/YYYY format
must be prior to “Current Reporting Period” start date

FDA Application Number/Registration Number: optional
alphanumeric
up to 9 characters
can have up to 2 more optional
entries by clicking on the “Add New
Application Numbers” link

FDA Approval Type: optional
dropdown list

FDA Application Supplement Number: optional
alphanumeric
up to 9 characters
can have up to 2 more optional entries by
clicking on the “Add New Application
Numbers” link

The fields populate with the entered data.
7. Click on the UPDATE button.

The screen displays the confirmation that the product submission has been saved, as
shown in Figure 6-18.
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Figure 6-18: Update Product Data Screen — Update by Alternate ID Updated Successfully

Medicare Part B Average Sales Price Update Product Data

Home.

Complance Busmart | Current Reporting Period: 04 2013

nnnnnnnnnnn
B4321EDCEA Product updaled successtely.

Ganaraie One Tire Updatu by BIC | ot by Altawnste B
oot ants

nnnnnnnnnn

6.4 View Submitted Drugs

Drug manufacturers have the ability to view drug data that has been submitted 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 on Product Data from the menu on the left side of the screen, and then click on
View Submitted Drugs.

The “View Submitted Drugs” window displays, as shown in Figure 6-19.

Figure 6-19: View Submitted Drugs Screen

View Submitted Drugs

]

e

(T m—

This can be used to scroll through the list of drugs displayed on the “View Submitted
Drugs” page in order to view submitted drug data and status. This can also be used to
enter the “Drug Identifier” field and click on the Search button to filter the results to view
a particular drug’s data, using either a full or partial search of the drug identifier.
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Financial Data

Drug manufacturers are required to submit quarterly drug data to the ASP application 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

financial data using online data entry and through approved file uploads

7.1 Add/Edit Financial Data

The ASP application provides drug manufacturers the ability to submit Medicaid Part B drug
financial data to CMS. Perform the following steps to add drug financial data manually using the
online data entry process. To upload financial data for multiple drugs at once from a file, skip to

section 7.2.

1.
Add/Edit

Financial Data.

Click on Financial Data from the menu on the left side of the screen, and then click on

The “Add/Edit Financial Data” page displays a listing all of the drugs that are assigned
for the current reporting period, as shown in Figure 7-1.

Figure 7-1: Add/Edit Financial Data Screen

Medicare Part B Average Sales Price

Home

Compliance Summary
Manage NDCYALT ID
Product Data

AdQ/EI Frnancial Daa
Upload Financial Data

Generate Ope Time
Password (OTP)

Current Reporting Period: Q4 2018

Drug identifier:

[Stowing an 2 resus

Search

Add/Edit Financial Data

Previous First 1 Last Next

Drrug kdentifier
54321EDCRA

BREBH-2722-44

Generic (Brand Name)
0 9% NACL 250ML VIAFLO LK NP

9% NACL 250ML VIAFLD UK NP

Manufacturer's
AP

Mumber of ASP
urits”

Acquisition Cost’

Wholesale | Numiser of Cap Units |

Excluded

Status I
PENDING

PENDING Produc)

[Showng a2 resuts.

Previous First 1 Last Next
exvon: ] 7] &

=

Save Fmanceal Data

Scroll through the list of drugs displayed on the “Add/Edit Financial Data” page in order

to locate the drug(s) needing financial data added or updated, or enter the drug identifier

in the “Drug ldentifier” field, and click on the Search button to filter the results.

Enter the Manufacturer's ASP, Number of ASP Units, Wholesale Acquisition Cost, and

Number of CAP Units Excluded in the respective fields, using the following criteria:

Manufacturer's ASP: numeric

Must have three decimal places (i.e., XXXXXX.XXX).
can be a positive number, a negative number, or be equal to
0.000

Number of ASP units:

numeric

must have three decimal places (i.e., XXXXXXXXX.XXX).
can be a positive number, a negative number, or be equal to

0.000
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Wholesale Acquisition Cost: numeric
must have three decimal places (i.e., XXXXXX.XXX).
can be a positive number, a negative number, or be
equal to 0.000

Number of Cap Units Excluded: optional
numeric
must have three decimal places (i.e.,
XAXXXXXKXXX.XXX).
can be a positive number or be equal to 0.000

The fields populate, as shown in Figure 7-2.

Figure 7-2: Add/Edit Financial Data Screen - Fields Populated

Medicare Part B Average Sales Price Add/Edit Financial Data

Home

- - Current Reporting Period: Q4 2018
Compliance Summary

Manage NDC1/ALTID Drug Identifier: Search

Product Data

[ showng an 2 resuns ] ) Previous First 1 Last Next

m | Drug idenifier. Ganeric (Brand Name) l ulacturer’s. | Numbar of ASP. J  Wholesale mwdwuﬂu\ Status View Datalls

AdaEdit B (Ase: | units™ B . - Exciude

Upload Finaneial Data SAIHEDCBA 0 5% NACL 250ML VIAFLO UK NP | amaam | 222222 | 1ssenoz0 | asaaas SAVED Product
Generate One Time BAGHA-FIIF-44 0/5% NACL 250ML VIAFLO UK NP EEED [ 333333 [ 1seenoz0 [ 333,333 PENDING Proguct
Password (OTF) i
- [ Showing ail 2 resuts Provious First 1 Last_Mext

el — =

Re-Statements = = i

Help

Save Financial Data

4. Click on the Save Financial Data button to add/update the Drug Identifier financial data.

A message displays indicating that the Drug Identifier financial data have been saved to
the ASP application and the status of the drug changes from “PENDING” to “SAVED,” as
shown in Figure 7-3.

Figure 7-3: Add/Edit Financial Data Screen - Financial Data Saved

Home

Compianse Summary. Finangial data saved
Manage NDC1/ALT ID

Product Data
m Current Reporting Period: Q4 2018
rrr———— L Search
Updoad Fil €4l Data r
'.“" - : |Ehong 2 I Previous First 1 Last Next
Oassrace Du Tho Drug Identifier Geneeic (Brand Name) ‘Mapufacturers | Numberef ASP. - Status. View Details
Password [OTF) il Eetitiohtetiont I e RemiEn Sibeg | 5 e g e Cratall |
Sxswmptions 54321EDCBA 0 5% NAGL 250ML VIAFLD UK NP [amam || mm [ 1e6e0020 [ asa0ae SAVED Proguct
Re-Statements 1 T T T
B3883.2222 44 0°5% NACL 250ML VIAFLD UK NP [ ezezaz 333333 [ 1essn0z0 | 333333 SAVED Product
Help
[ Showang ail 2 resuts Preious First 4 Last Mext |
evor- (] T i

Save Financial Data

5. To view the product data for the Drug Identifier, click on the “Product” link in the “View
Details” tab.

The product data for the selected financial data displays, as shown in Figure 7-4.
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Figure 7-4: Add/Edit Financial Data Screen — Selected Financial Data

Medicare Part EAverae Sales Price Add/Edit Financial Data HE'
Home

rey Current Reporting Peried: Q4 2018

Compliance Summary

- NDCHALTID | Drug Wdentifier: Search

Frodyl i [ snowing an 2 resuts Previous First 1 Last Wext
. Diisgy I " Hame) Manifa s | MumbercfASP. | Whoiesals | NumberofCapUnits | Status View Detaits.

| i e L Eichaid

i il T S4321EDCEBA 5% NACL Z50ML VIAFLO UK NP [ 3ma3m 272 222 19640.020 [T aasa SANED Product
Generate One Time Product Detalls for Drug 54321EDCBA

Passward [OTP)

S @l Manufacturer's Mame | Gereric (Brand | Strengthof | Volume | Mumber of lems | Date of First | Expiration Date of FDA FDA FDA | FDA

e Nams) Product | periem | per NDCIAMD Sale Final Lot Sedd Approval Approval | App# | Supp#

Re-Statements Date Type

Help TEST - MANUFACTURER 05% NACL 200 100 1 TED1R01B OSD1R018 stop | ez

NAME BY ALT ID 25000 VIAFLOD
UK NP
BRSRS 9744 0 G% NACL 250ML VIAFLO LR NP I [ zz222m2 T 333,333 I 18640.020 [ 333333 SAVED T Product
(Gt P i o | =
B
o (]
Save Financal Data

7.2 Upload Financial Data

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

1. Click on Financial Data from the menu on the left side of the screen, and then click on
Upload Financial Data.

The “Upload Financial Data” screen displays with the current reporting period showing,
as shown in Figure 7-5.

Figure 7-5: Upload Financial Data Screen

Medicare Part B Average Sales Price Upload Financial Data
Home

Compllance Summary | ¢, rent Reporting Period: G4 2018
Masage NDCUALT 1D

Product Data

Foatrest

Last thres upioaded files

2898 Finanal Dats

T —— Mo data exists,
Ganataty One Time
Passwoed [OTF)
ey Browss for new or correctad financial data
i [(Brmmen o e sacrd. ]
Hote. i hare for prceptabie te formaly
tiphead

2. To upload data, click on the Browse... button.

The file directory opens, as shown in Figure 7-6.

Figure 7-6: File Directory Window

£3:) Financial Data_Test 2/23/2M6 4&52 PM Microsoft Excel Comma Separated Values File
o

1 b
B:| Product Data_Test 4/16/2018 3:43 PM Microsoft Excel Cornma Separated Values File
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3. Select afile and double-click on it.
The “Browse..."” field is populated, as shown in Figure 7-7.

Figure 7-7: Upload Financial Data Browse Field Populated

Medicare Part 8 Average Sales Price Upload Financial Data

Home

Complisnce SUmeaTY | ¢ uerent Reporting Period: G4 2018
Manage NOCIALT 10

Product Data L

Last theee upicaded files
AddE 8 Fimanciad Dats
Upiad 1 manesst Tuta Na data sxists.

Gamerate One Time

Password (0TF)

e Browse for new or cormected financial dats
s Financal Data_Test cav |

Help Gk hacn for acxentibie Sie Sormals

Ul

4. Click on the Upload button.

A message displays confirming that the financial data were uploaded successfully, and
the drug financial data are listed, as shown in Figure 7-8.

Figure 7-8: Upload Financial Data Saved Successfully

Medicare Part 8 Average Sales Price Upload Financial Data

Homa Current Reporting Perfod: 04 2018

Compliasco Summary

Manage NDCATALT 0 Ridiash

Presduct Data Last three uplaaded files

== — o — ; e i .
ALuEch Flntacid fem Eintcciel Dute._Tead car FRAANCIAL F018-11-05 1258420 Complated
A e el Outa_Tad G | FRUANCIAL 2018-1445 12 48.49.0 | [TE——
Genesate One Time

Paesword OTP] Browse for new or cormectad finaneial data

Assumption
FRe-Sastomants.

. | No B selected

Help
Uplosd

Report of Transmitted Drugs via File Upload
Upload Diate 20181105 1248420

145 cut of 1548 financial dats have bown saved succosshully,

Showeg 1 - 20 of 153 sty Provcus Fust 1.7, 3 4.5 6.7
Duug Wehes | Gemerc Biand taeme) | thmber ot ASE unks | Weolasale Acquisiion, | Humbor o Cop Unis
DOEAT-T516-59 DRGI4S Fat it M0 U 000
00588.215T. 10 I DRG0 I 28 256 I 275Nt ATE I £95 T40
00847704001 | RGN | ooz | 19535 020 | 3100
‘Warning\WL |Lower than Manufacturer's A5
00847750201 DRGISM E R 23T S50 Manudactusers ASP

Note: Errors will be displayed in the “Status” column detailing what you will have to
change in the Upload File.

Note: If there are errors in uploading the document where leading zeros are removed
from the NDC and date field values, the file will need to be edited and certain columns
reformatted. To do this, open your file and continue with Step 5. To be certain of file
column formatting, click on the “Click here for acceptable file formats” link, or follow the
criteria below.
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5. Open the “Upload Financial” file, as shown in Figure 7-9.

Figure 7-9: Upload Financial Data File

Al - £ Manufecturer’s Name
A B c [} E F G H I 4 K L M N (=]
1 IManufa(llNDcl NDC2 NDC3 Alternatel Generic N Brand Nar facts Number o Whalesal of Cap Units Excluded
2 Ec a7 7140 1 DRGOOI2 I6TEALE6  19639.02 71
5 |ac a7 7300 1 DRGO343 145,23 801 14819
4 ELC wr = 1 DROUSE 398.71 523409
5 |ELC a7 7510 1 DRGO245 104,65 3.21E+409 130
& ELC a7 10 17 DRGO24S 17.18 3129708.2 EL)
7 |ELC wr 516 59 Ti28TI78 DRGU24S 0643 11812.82 24152 44349
8 |ELC a7 7623 1 DRGOST 273025 T6ABT7.B4  2BIBTS
8 ELC T TEIS 1 DRGO294 545.37 22488 556.5 ]
10 |ELE G*1371  DRGOTS 1 N9 795 -1
LRt 7 637 1 DRGO24 105113 151229 1073.25 2
12 ELC a7 TE40 1 DRGOST 546.04 -7 56373 hh
13 |Ec 6ar 8031 1 DRGOZ1S 13578 2132073 13888
14 ELC wr 8215 1 DRG0290 A6.12 L9556 na
15 |ELC 92382727 DRGO245 466 455360.2 2112 1E+9
16 |FLC a7 a5 91 DRGO245 17.69 o 18.15
17 [ELC ey 8315 7 DRGU29G 601 Pe9LE2
18 |ELC a7 8501 DRGO245 56589 TI204.13 04
15 ELC a7 a7mns 59 DRGO24S o 0 20785
20 |RMISC 6ag 793 5 DRGOZRA R.043 TRISAT.T #5585
21 |BMSC 48 0 DRGOZ64 19.447 146675.6 43.39
22 BMSC 648 3 8 DRGO3EL 0 2365815 648
23 |Bnsc 64y an 12 ORGOOTS 397.76  2857.78 923
24 BMSC DRGO3E4 9.767 1427706 1L.04
25 BMSC 648 2187 10 G8329828 DRGOO3L 528.256 2755175 595.74
26 BMSC 648 2327 11 DRGOSA3 5504.116 4150.718 6000
27 [ BMsC Lt 2318 i DROOS63 23616.52 o 29000
28 (GNTHI 649 188 -} DRGO232 g 0 4316
25 GNTHI 649 1M 9 DRGO233 428.789 5110 43916
30 | GNTHI ) 48 1 DRGOES 0 I5631 43916
31 GNTHI 649 59 5 DRGO46S T648.63 181 794281
32 GNTHI 649 259 43 DRGOLES 2647.225 1682 74281
33 | GNTHI 54y 260 1 DRGOES 1061597 18168 110317
34 GNTHI 9 260 43 DRGOGS 5275052 1461 551584
35 GNTHI 649 261 F- DRGOS6S B82.067 11362 908.85
38 GNTHI a9 1100 0 DRGO4ES 502.218 BRE0 .72
37 GNTHI Lol 11 50 PRGOS EESI R ) 5671 351067
o learmy a0 P c nncAsnn o PARETIC YT

6. To reformat a column, right-click on a column header.
The “Column Editing” dropdown displays, as shown in Figure 7-10.

Figure 7-10: Upload Financial Data Column Editing Dropdown

B ~ m E

fnpc1 6 Cut Alternatel G
(B Copy D

{ &D Paste Options: O

[ e, 0

i = D

| Paste Special... D

i Insert | 3287278 D

[ 0

| Delete . o
| Clear Contents G*2372 D
 '[I] Format Cels.. o
‘ Column ﬂil:lth..l./\\5 =

i O

\ Hide | D
1 Unhide 92382727 D
ba/ 8215 91 D

54?| 2315 17 O

7. Select “Format Cells.”

The “Format Cells” window displays, as shown in Figure 7-11.
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8. Make the following changes in the “Type” field according to the below criteria:

Figure 7-11: Upload Financial Data Format Cells Number Editing

Format Cells 7 X |
e & Center ~
Mumber Alignment Font Border Fill Protection ]
Category:
General sample
homber |
;::urmng Decimal places: 2 = lumber oW
Time ] use 1000 Separator () 19639.02
Percentage 901
Fraction Megative numbers:
scientiic Cosao 33871 5.
;:“:ml .I ;n; “m 3.21E+09
Custom S 329708.2
21812.82
76487.84
224.88
2197.76
1512.29 ]
-7
Mumber is used for general display of numbers. Currency and Accounting offer specialized formatting for 213207.3
monetary value. Bocrse
455360.2
o
76992.82
i 79204.13
gjELC 647 8725 59 DRG0245 o o
0 [BMSC 648 293 5 DRG0384 8.042 781947.7
1]BMSC 648 20 DRG0334 39.447 148675.6

Note: For NDC1, NDC2, and NDC3 columns, select “Number” and then “Custom.”

e NDC1: Type 5 0s (00000), click on the OK button, and repeat from Step 7 for any
other column changes

e NDC2: Type 4 0s (0000), click on the OK button, and repeat from Step 7 for any
other column changes

e NDC3: Type 2 0s (00), click on the OK button, and repeat from Step 7 for any
other column changes

Figure 7-12: Upload Financial Data Format Cells Number Custom Editing Example

Format Cells ? X
‘e 8t Center =
MNumber Alignmant Font Border Fill Protection
]
Category:
General Sample
Mumber NOC1
Currency |
A t pe: | R
oo ming Type: lumber o Whg
Time onono 19639.02
Percentage General ~
Fraction 0 90.1
Scientific 0.00 398.71 5.2
Text *. 800 3.21E+09
Special #2000
oo e 329708.2
# ##0_)[Red)(# 5%0) 21812.82 2
£ 220,00 (= 22000) 76487.84 24
# #5%0.00);[Red)(= #=0.00)
§% 420 (5% #20) 224.88
$2 220 )[Red]($# 2#0) b 2197.76
Delete 1512.29 10
-7
Type the number format code, using one of the existing codes as a starting point. 213207.3 1
229545.6
455360.2
0
76992.82
Cancel | 79204.13
FJELC 647 8725 39 DRG0245 o 0 2
BMSC 648 293 5 DRG0384 8.042 781947.7
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Note: For Manufacturer’'s Average Sales Price, Number of ASP Units, Wholesale
Acquisition Cost, and Number of CAP Units Excluded, select “Number.”

e Manufacturer’'s Average Sales Price: Change the number of decimal places to
“3,” click on the OK button, and repeat from Step 7 for any other column changes

e Number of ASP Units: Change the number of decimal places to “3,” click on the
OK button, and repeat from Step 7 for any other column changes

e Wholesale Acquisition Cost: Change the number of decimal places to “3,” click
on the OK button, and repeat from Step 7 for any other column changes

e Number of CAP Units Excluded: Change the number of decimal places to “3,”
click on the OK button, and repeat from Step 7 for any other column changes

Figure 7-13: Upload Financial Data Format Cells Number Editing Example

; = — e — T = = |_
Format Cells ? *
o0 Con
5.0
) : : For
Mumber Alignment Font Border Fill Protection
]
Category:
General Sample
Number Manufacturer's Average Sales price
Currency L
I ;32”"“"9 Decimal places: | 3 = gp Units
B | Time (] use 1000 Separator ()
L Percentage
Pl Fraction Negative numbers:
B | Scientific 2320 |
5 Text 334 310
I Special {1234.210)
P Custom 1234.210)
i
i]
il
il
P
1] Mumber is used for general display of numbers. Currency and Accounting offer specialized formatting for
monetary value.
2
2
B
by
F25 59 DRG0245 0 0 207.85
293 5 DRGO384 8.042| 781%947.7 8.35
20 DRGO384 39.447| 1486735.6 43.39

9. Save the file and go back to Step 2.
Note: Be sure that you do NOT change any of the column headers, as that will invalidate
the upload.

Note: Any time that you have to retrieve a file to edit, you will have to perform Steps 6
through 8 again, before you resave the file.
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8.  Generate One Time Password (OTP) - Submitter

Once the ASP Submitter successfully enters all the Product and Financial Data for the first time
into the ASP application, the ASP Submitter can generate a One Time Password (OTP) for
each Manufacturer Name. Once the OTP is generated, the ASP Submitter can provide the OTP
to the Certifier. The OTP expires after 7 days of being generated. If the OTP expires, the ASP
Submitter can generate another OTP and once again provide the OTP to the ASP Certifier.
There can only be one active Certifier for a manufacturer. If the Certifier changes, the Submitter
has to share a new OTP with the new Certifier.

1. Click on Generate One Time Password (OTP) from the menu on the left side of the
screen.

The “Generate One Time Password (OTP)” screen displays, as shown in Figure 8-1.

Figure 8-1: Generate One Time Password (OTP) Screen

Ll Tl Tl e P R Bl 2] Generate One Time Password (OTP) Help
Home Please select the Manufacturer Name® : Sact
Compliance Summary
Generate One Time Password (OTP)
Manage NDC1/ALT ID
All ASP submissions bf an authorized submitter to CMS must be certified 'Dy’ an authorized certifier,
Product Data Please click below to generate a one-time password (OTP) and share this with your data certifier. Upon accessing the system to certify your manufacturer’s data, they will be asked for this
Financisl Data password 1o verify their identity.
Generate One Time Password (OTP)
Pazsword (OTP) : )
Assummlons
Re-Statements
Help
2. Select a Manufacturer name from the “Please select the Manufacturer Name*:”
dropdown list.
The selected Manufacturer populates in the field, as shown in Figure 8-2.
Figure 8-2: Generate OTP — Please select the Manufacturer name*: Field Populated
Medicare Part B Average Sales Price Generate One Time Password (OTP) Help
Home

Please select the Manufacturer Name™ : ¢
Compliance Summary
Generate One Time Password (OTP)
Manage NDC1/ALT ID
All ASP submissions by an authorized submitter to CMS must be certified by an authorized certifier.
Product Data Please click below to generate a one-time password (OTP) and share this with your data certifier, Upon accessing the system to certify your manufacturer's data, they will be asked for this

Financial Data password to verify their identity.

Generate One Time Generate One Time Password (OTP)
Password (OTP)

Assumptions
Re-Statements

Help

3. Click on the Generate One Time Password (OTP) button.
The OTP displays and is available for 7 days, as shown in Figure 8-3.
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Generate One Time Password (OTP) - Submitter

Medicare Part B Average Sales Price

Home
Compliance Summary
Manage NDC1/ALT ID
Product Data
Financial Data
Password (OTP)
Assumptions
Re.Statements

Help

Figure 8-3: OTP Generated Successfully

Generate One Time Password (OTP)

Generated OTP successfully. Expires 11/12/2018.

| Please select the Manufacturer Name*® : ¢1C

Generate One Time Password (OTP)

All ASP submissions by an authorized submitter to CMS must be certified by an authorized cerifier.

Please click below 1o generate a one-time password (OTP) and share this with your data certifier. Upon accessing the system to certify your manufacturer's data, they will be asked for this

password to verify their identity.

‘Generate One Time Password (OTP)

i 1t8MSzy 1iQz4xecr7A

One Time Password expires on 11152018
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9.  Verify OTP - Certifier

Once the ASP Submitter generates and provides an OTP for each Manufacturer Name to the
Certifier, the Certifier must verify the OTP. The one-time password expires after 7 days of being
generated. If the OTP expires, the ASP Submitter can generate another OTP and once again
provide the OTP to the ASP Certifier.

1. Click on Verify One Time Password (OTP) from the menu on the left side of the
screen.

The “Verify One Time Password (OTP)” screen displays, as shown in Figure 9-1.

Figure 9-1: Verify One Time Password (OTP) Screen

Verify One Time Password (OTP)

2. Enter the OTP in the “Enter OTP provided by your data submitter*” field.

The “Enter OTP provided by your data submitter*” field populates, as shown in Figure 9-
2.

Figure 9-2: Verify OTP — Enter OTP provided by your data submitter*: Field Populated

Verify One Time Password (OTP)

3. Click on the Verify button.

A message displays that the OTP has been verified and the data for that manufacturer is
ready for certification, as shown in Figure 9-3.

Figure 9-3: Verify OTP — OTP Verified Message

Medicare Part B Average Sales Price Verify One Time Password (OTP)

::"':::';Ig'"m" OTP varfied for Manutacturer nams YWLT and submétter TULIM HOGGARD, You are fermitted to certify cata.

Enter OTF provided by your data submitier * ;| verily
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10. Assumptions

10.1 Assumptions - Submitter

Drug Manufacturers can submit comments regarding their certifications to CMS. These
comments may be submitted for either the current or prior reporting periods. Perform the
following steps to submit certification assumptions to CMS.

1. Begin by clicking on Assumptions button on the left side menu.

The “Assumptions” page displays showing the current report period, as shown in Figure

10-1.
Figure 10-1: Assumptions Screen - Submitter

Medicare Part B Averae Sales Price Assumptions He|
mnmnmilunﬁ Manufacturer Name: .'w:-.-:.l.'

Financial Data

Generate One Time Enter your i about a ion below Upload your assumplions document (.doc, docx, txt, paf) Assumptions

Zemnerm il Mo assumplions files st

Help

2. Select the desired reporting period from the “For Reporting Period” dropdown list and
select the desired manufacturer name from the “Manufacturer Name” dropdown list.
The “Assumptions” page is shown with the Manufacturer name populated, as shown in
Figure 10-2.
Figure 10-2: Assumptions — For Reporting Period Field Populated
Medicare Part B Avwae Sales Price Assumptions He]

Manage NDC1/ALT ID Manufacturer Name: o7 =
Product Data

Financial Data
Generats One Time Enter your i about a below  Upload your assumptions document (.doc, docx, txt, pdf] | Assumptions
Password (OTP)

Re-Statements

Mo assumptons files exist

Help

3. Select the “Enter your assumptions / comments about a submission below” tab and
enter your comment in the text field.

The text field is populated, as shown in Figure 10-3.
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Figure 10-3: Assumptions — Comments Field Populated

Medicare Part B Average Sales Price Assumptions ﬂEl

Home

For g Period: 012018 -

¥
Manage NDC1/ALTID Manufacturer Name: rwi1 -
Product Data

Financial Data

Generate Gne Time Enter your | abouta below  Upload your assumptions document (. doc, docx, txt,pdf)  Assumptions
Password {OTP)

Re-Statements

Help

Submil

4. Click on the Submit button.

A message displays that the assumption has been successfully saved, as shown in
Figure 10-4.

Figure 10-4: Assumptions Saved Successfully

Medicare Part B Averae Sales Price Assumptions

For Reporting Period: 01 2010

Manage NDC1/ALT ID Manufacturer Name: T =
Product Data

Financial Data
Successfully saved assumptions.

Generate One Time
Password (OTF)

Re-Statements
Enter your ] about a ission below | Upload your assumptions document [.doc, docx, txt,pdf)  Assumptions

Help

Submit

5. To upload an assumption, select a Manufacturer Name, select the “Upload your
assumptions document (.doc,.docx,.txt,.pdf)” tab, and click on the Browse button.

The file directory window opens, as shown in Figure 10-5.
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Figure 10-5: File Directory Window

11/8/2017 10:59 AM  File folder
2/2/2018 10:39 AM Microsoft Word D... 12 KB
- 2/17/2017 11:59 AM  Microsoft Excel C... 7KB
ﬂ FinanceTest2.csv 2/17/201712:03 PM  Microsoft Excel C... 7 KB
IJ FinanceTest3.csv 9/19/2017 3:35 PM Microsoft Excel C... 8 KB
EI NewProductTestl.csv 9/18/2017 11:01 AM  Microsoft Excel C... 11 KB
@ NewProductTest2.csv 9/18/2017 10:50 AM  Microsoft Excel C... 11 KB
EI NewProductTest3.csv 9/18/2017 10:54 AM  Microsoft Excel C... 12 KB

6. Select the document to upload, and click on the Submit button.

A message displays that the assumption has been successfully saved, as shown in

Figure 10-6.
Figure 10-6: Assumptions Saved Successfully
Medicare Part B Averae Sales Price Assumptions

'cm For Reporting Peried: o1 soms -
Manoge NDCUALTID | Manufacturer Name: vy -
Wmlm 1

F“I’HMH Data

Gensrate One Time
Password (OTP}

Re-Statements
Help

Successfully saved assumptions.

Enter your [ about & below Upload your assumptions decument [.doc, docx, bt pdf) Assumptions

Browse... Mo file salected

Suberil

7. To view assumptions that have been added, select a Manufacturer Name and click on
the “Assumptions” tab.

The added assumptions are listed, as shown in Figure 10-7.

Figure 10-7: Assumptions Listed

Medicare Part B Average Sales Price Assumptions

Home

&

Manage NDC1IALT ID Manufacturer Name: T -

Product Data
Financial Data
Ganerate One Time | Enter your i about a below  Upload your assumptions document (.doc, docx, trt, pdf) | Assumptions
Password (OTP) . .
w [  File Name ) Upload Date _ FlleUploaded User
USER ENTRY ASSUMPTIONS 2019-03-28 11.53.23 403 03282019 115324 TULIM HOGGARD
Re-Statements
1 Assumphions docx 0282019 11:54.07 TULIM HOGGARD
Help

The Assumptions can be viewed and opened by clicking the file link in the “File Name”
column.
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10.2 Assumptions - Certifier

Drug Manufacturers can submit comments regarding their certifications to CMS. These
comments may be submitted for either the current or prior reporting periods. Perform the
following steps to submit certification assumptions to CMS.

1. Begin by clicking on Certification from the menu on the left side of the screen, and then
click on Assumptions.

The “Assumptions” page displays showing the current report period, as shown in Figure
10-8.

Figure 10-8: Assumptions Screen - Certifier

Medicare Part B Average Sales Price Assumptiuns

For Reporting Perlod: 012019 -

Manufacturer Name: | Sesact =

2. Select the desired reporting period from the “For Reporting Period” dropdown list and
select the desired manufacturer name from the “Manufacturer Name” dropdown list.

The “Assumptions” page is shown with the Manufacturer name populated, as shown in
Figure 10-9.

Figure 10-9: Assumptions — For Reporting Period Field Populated

Medicare Part B Average Sales Price Assumptions

For Reporting Period: 01 7015 -

Manufacturer Name: ‘vl -

EMLer your JSUMBLICNS | COMMENtS A00UL 3 sUbMEssion below  UpIoad your Jssumptions document | .Goc, dote, Wit paf]  Assumptions

mpbions Bes et

3. Select the “Enter your assumptions / comments about a submission below” tab and
enter your comment in the text field.

The text field is populated, as shown in Figure 10-10.

Figure 10-10: Assumptions — Comments Field Populated

Assumptions

Enter your a3sumptions | comments about a submission below  Upload your assumptions document |.doc.dotk Gt pdf]  Assumptions
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4. Click on the Submit button.

A message displays that the assumption has been successfully saved, as shown in
Figure 10-11.

Figure 10-11: Assumptions Saved Successfully

Assumptions

Vanty One Time For Reporting Period: o1 2013~
Password (OTF)
et Manutacturer Kame: (W7 -

Cortitication
Drug Cenification
T Suzcesstully saved assumptions,

Heip

Enter your T nts about a below | Upload your assumptions document [ doc. docx. txt,.pdf]  Assumptions

5. To upload an assumption, select the “Upload your assumptions document
(.doc,.docx,.txt,.pdf)” tab, and click on the Browse button.

The file directory opens, as shown in Figure 10-12.

Figure 10-12: File Directory Window

11/8/2017 10:59 AM  File folder

2/2/2018 10:39 AM Microsoft Word D... 12 KB
. : ; 2/17/2017 11:59 AM  Microsoft Excel C... 7KB
@) FinanceTest2.csv 2/17/201712:03PM  Microsoft Excel C... 7 KB
f° FinanceTest3.csv 9/19/2017 3:35 PM Microsoft Excel C... 8 KB
- NewProductTestl.csv 9/18/2017 11:01 AM  Microsoft Excel C... 11 KB
@3- NewProductTest2.csv 9/18/2017 10:50 AM  Microsoft Excel C... 11 KB
EI NewProductTest3.csv 9/18/2017 10:54 AM  Microsoft Excel C... 12 KB

6. Select the document to upload, and click on the Submit button.

A message displays that the assumption has been successfully saved, as shown in
Figure 10-13.
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Assumptions

Figure 10-13: Assumptions Saved Successfully

Medicare Part B Average Sales Price

eears PAT R Srernge Shies Tice Assumptions
Home

Verify One Teme For Reporting Peried: 01 2015 «

bt L) ManutIcturer Name: T -

Drug Cortification

Help

‘Successfully saved assumgtions.

Erber your i comemants about a balow | Upload your assumptions Gocument [.doc, docx, Tt pdf)  Assumptions

Browese_ | Pio ke selecied

7. To view assumptions that have been added select the “Assumptions” tab.

The added assumptions are listed, as shown in Figure 10-14.

Figure 10-14: Assumptions Listed

Medicare Part B Average Sales Price

Assumptions

Home

Verity One T Far Reporting Peried: 0
Password (OTF)

| certification

Deug Carification

Manufacturer Name: il «

Assumptioas

o ERTer YOUF AFSUMPBLGNS { COMMANTS ADOUT 3 pelaw
Help

pioac y document (0oc, docKXL.pAN]  ANsumpiions

WEER ENTRY ASSUN

Assumpbons. docy

The Assumptions can be viewed and opened by clicking the file link in the “File Name”
column.
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11. Re-Statements

11.1 Add/Edit Restate Financial Data

ASP provides drug manufacturers the ability to restate Medicaid Part B financial data to CMS.
Perform the following steps to add or edit financial data.

1. Click on Re-Statements from the menu on the left side of the screen, and then click on
Add/Edit Restate Financial Data.

The “Add/Edit Restate Financial Data” screen displays with the current reporting period
showing, as shown in Figure 11-1.

Figure 11-1: Add/Edit Restate Financial Data Screen

frltho o bd i sl S DR Restate Add/Edit Financial Data

Home

Compliance Summary

Current Reporting Period: Q4 2018
Manage NDC1/ALT ID

Select Re-Statement Period: sewa
Product Data
Financial Data

Generate One Time
Password (OTP)

Assumptions

Re-Statements

Restate Add/Edit
Financial Data

Upload Restate Financial
Data

Help

2. To add or edit data, select a reporting period from the dropdown menu in the “Select Re-
Statement Period:” field and select a drug identifier.

The “Select Re-Statement Period:” and “Please select the Drug Identifier*:” fields
populate, as shown in Figure 11-2.

Figure 11-2: Add/Edit Restate Financial Data — Select Re-Statement Period and Drug

|dentifier
Medicare Part B Average Sales Price Restate Add/Edit Financial Data
Home
Compliance Summary
Current Reporting Period: Q4 2018
Manage NDC1/ALT ID
Select Re-Statement Period: 201
Product Data
P " For Reporting Period Q3 2018
Generate One Time Please select the Drug Identifier” : £4005831517 =
Password (OTP)
Assumptions Review Re-Statement List:
Restate Add/Edit [ | | |
Financial Data Drug Identifier Generic (Brand Name) Manufacturer's | Number of ASP | Wholesale Nnmrol(‘.'a_p Status
Uplcad Restate Financlal ‘Cost*
Data 2]
66995-8315-17 DRGO246 [ [ [ [ PENDING
Help L
Re-State
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3. Add or edit the Manufacturer’'s ASP, Number of ASP Units, Wholesale Acquisition Cost,
and Number of CAP Units Excluded in the respective fields, using the following criteria:

Manufacturer's ASP: numeric
must have three decimal places (i.e., XXXXXX.XXX).
can be a positive number, a negative number, or be equal to
0.000

Number of ASP units: numeric
must have three decimal places (i.e., XXXXXXXXX.XXX).
can be a positive number, a negative number, or be equal to
0.000

Wholesale Acquisition Cost: numeric
must have three decimal places (i.e., XXXXXX.XXX).
can be a positive number, a negative number, or be
equal to 0.000

Number of Cap Units Excluded: optional
numeric
must have three decimal places (i.e.,
XXXXXXXXX.XXX).
can be a positive number or be equal to 0.000

The fields populate, as shown in Figure 11-3.

Figure 11-3: Add/Edit Restate Financial Data — Add/Edit Data

Medicare Part B Averae Sales Price Restate Add/Edit Financial Data
Home
Compliance Summary
Current Reporting Period: Q4 2018
Manage NDC1/ALT ID
Select Re-Statement Period: o2 2018
Product Data
Financial Data For Reporting Period Q3 2018
Generate One Time Please select the Drug Identifier” : 56095831517 =
Password (OTP)
Assumptions Review Re-Statement List:
Restate AddiEdit I I I T I
Financial Data Drug Identifier Generic (Brand Nama) Mlnull_ctmfs Number of ASP | Wholesale Number of Cap Status
= ' | ASPT units* _Acquisition  Units Excluded
Uplaad Restate Financial | Cost*
ke L
e 665905831517 DRGO246 111111 [2222.222 |a444a 424 [33333.333 PENDING
Re-State

4. Click on the Re-State button.

A message displays stating that the financial data have been saved, as shown in Figure
11-4.
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Figure 11-4: Add/Edit Restate Financial Data — Data Saved Successfully

Medicare Part B Average Sales Price Restate Add/Edit Financial Data Help
Home

Compliance snmmnly
s - Current Reporting Period: Q4 2018
Manage NDC1/ALT ID

Select Re-Statement Period: o3201e
Product Data

Financial Data | ForReporting Period Q3 2018

Genarate One Time Please select the Drug Identifier® :  ssaosa31517 -
Password (OTP)

Assumptions i Review Re-Statement List

Aste MR Financial data saved
Financial Data
Upload Restate Financial
Data
Help Drug Identifier Generic (Brand Name) ‘ Manufacturer's | Number of ASP | Wholesale | Mumber of Cap Status

Ase  units' | Acquisition | Units Excluded

66995831517 DRGO246 [r111.011 \2222 222 [44444.444 |33333.333 RESTATE SAVED

Re-Stale

11.2 Upload Re-State Financial Data

ASP provides drug manufacturers the ability to restate Medicaid Part B financial data to CMS.
Perform the following steps to upload financial data using the file transfer process.

1. Click on Re-statements from the menu on the left side of the screen, and then click on
Upload Restate Financial Data.

The “Upload Restate Financial Data” screen displays with the current reporting period
showing, as shown in Figure 11-5.

Figure 11-5: Upload Restate Financial Data Screen

Restate Financial Data Upload

Compliance Summary
- ~— Current Reporting Period: Q4 2018
Manage NOCTALT IO Lo
| gelect Re-Statement Period: [SELECT

Product Data
Financial Data
Refresn
Sanarae vk Tina Laast three uplosded files
Password (OTP)
| - Fila tame- i Uplaad Type.  Uplean Date statun

m Einanssal Dt Testt o HESTATE FINANCIAL HB1107 14201 0 Completed

PrrET Eimancial Data_Testt car | RESTATE FINANCIAL | HABA1-07 1412380 | Compieted

Financial bets Einancial Data_Test cav RESTATE FINANGIAL 20181107 1345370 \alidation erors

Uglond Restane

Financial Data. Browse for Re-Statement Financial Data File

il Browst_ | Na fie sehocted ]

Click nars for socepiadie e formats

2. To upload data, select a reporting period from the dropdown menu in the “Select Re-
Statement Period:” field.

The “Select Re-Statement Period:” field populates, as shown in Figure 11-6.
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Figure 11-6: Upload Restate Financial Data Screen — Select Re-Statement Field Populated

Restate Financial Data Upload

Compliance Summary
Current Reporting Period: O4 2018
Manage NDCHALT ID .
—— = Select Re-Statement Period: [04 2018 -
Proguct Data
Financial Data
i Refresn
Generate One Time

Last thisa uplosded files
Password (OTP)

Enanc Dats_Testt oo RESTATE FRANCIAL 20181107 1421010 Completid
Rustate AddEdi B BESTATE FRANCIAL 20181107 1492380 Completid
Pl il ['tu. Einancey Dot Test ey RESTATE FRANCIAL 20181107 1343370 Vadation rvoes
Upload Rustase
Fiaancial Dats Browse for Re-Statement Financial Data File

Help

Beowse... Mo Nie satected J

Gk Nore fr sccepiaiie fie Smaty

Ugioas

3. Click on the Browse button.

The file directory opens, as shown in Figure 11-7.

Figure 11-7: File Directory Window

=) Financial Data_Test
B:| Product Data_Test

7/2/2018 11:52 AM

4/16/2018 3:43 PM

Microsoft Excel Comma Separated Values File

Microsoft Excel Cornma Separated Values File

4. Select a file in the appropriate format and double-click on it.

The “Browse” field is populated, as shown in Figure 11-8.

Figure 11-8: Upload Restate Financial Data Screen — Browse Field Populated

Medicare Part B Average Sales Price
s

Restate Financial Data Upload

E“pﬂim miin Current Réporting Period: 04 2018
:;?:;:"‘—Lﬂz 1 Select Re-Statement Period: [C4 2018
.ﬁﬂor.l.u-";ﬂ ;"'l L T.:'::. uploaded fles
Passwond (OTP) .
Pr— B  File Name load Type |  upisad Data st
Eingocis’ Daey Tes!T oo RESTATE FIMANCIAL 20181107 14:20.01.0 Compieid
Financial Data Firicie Duata_Tesl co RESTATE FINANCIAL 20181107 1343370 kAN £froes
mm Browse for Re-Statement Financial Data File
v | (BT Friaceia baia_vesn cxv)
ChCK heve 07 A0ED{a0e g fovmals
Upioad
5. Click on the Upload button.
A message displays confirming that the financial data were saved successfully, and the

financial data are listed, as shown in Figure 11-9.
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Figure 11-9: Upload Restate Financial Data Screen — Re-Stated Financial Data Successfully

Curtwed Repaorting Pesicd: G4 2018

Sobect R, Ststomant Pasiod: (37203875

et

Last throe uploaded les

I Brwoceel Oofe Teatt cav EENTATE FRAMCIAL 1 23k narare |

Eprciai g Teatt e RESTATE FMANCAL AL AT Ul erers
| ool Qe Tegton RETATE NAMCAL | LT TS |
Browse for Re-Statemont Financial Dats File

Einport of Transmitied Drugs via File Uplasd

Upleaa St TE1.13 T14TE1 0

Restate Financial Data Upload

Crphenes

WRCIT.

frea” me e -
[ cagan e e ] e —
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12.  Drug Certification

Drug 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.

With the appropriate user access, the ASP Application provides drug manufacturers the ability
to certify the accuracy of drug data that have been previously submitted. This is for the Certifier
to perform the following steps to certify drug data online.

1. Log into the application, click on Certification on the left of the screen, and then click on
Drug Certification.

The “Drug Certification” screen displays showing the current reporting period and “Select
Option” is defaulted to “Drug data pending certification.” The “Manufacturer Name” field
is defaulted to “View All” and displays all of the drugs for the selected quarterly reporting
period in the results, as shown in Figure 12-1.

Figure 12-1: Drug Certification Screen

Drug Certification

[Eor]

2. Select a Reporting Period from the dropdown list (if not using the current one), select the
desired manufacturer from the “Manufacturer Name” dropdown list, and click on the
Submit button.

The status for the drug information for the selected quarter and manufacturer displays as
“SAVED,"” as shown in Figure 12-2.
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Figure 12-2: Selected Drugs to be Certified

Medicare Part B Average Sales Price Drug Certification
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3. Select the drugs to be certified by clicking the “Certify” check box of the individual drugs
and clicking on the Certify Selected Data button, or by clicking on the Certify All Data
button at the bottom of the page. If a drug is checked inadvertently, click on the Reset
All Checked Drugs button to clear the drug check boxes.

A “Data Certification Statement” window displays, as shown in Figure 12-3.

Figure 12-3: Data Certification Statement

Data Certification Statement:

| certify that the reported Average Sales Prices were calculated accurately and that all Product and Financial 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.

Please agree to data certification statement

[ 1 agree to the above certification statement

Proceed to Certify Data

4. Review the statement, click on the checkbox next to “I agree to the above certification
statement,” and click on the Proceed to Certify Data button.

A message displays stating that the data have been successfully certified, as shown in
Figure 12-4.
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Appendix A: Record of Changes

Table A-1: Record of Changes

Version

Date Author/Owner Description of Change
Number
1.0 03/23/2018 Maureen Campbell | Initial Release
11 04/26/2018 Maureen Campbell | Section 4.1: Add Product Data - Increased the

requirements for “Strength of the Product” from 250
characters to 500 characters; made changes for
requirements for “FDA Application Number,” “FDA
Approval Type,” “FDA Approval Date,” and “Alternate
ID.”

11 04/26/2018 | Maureen Campbell | Section 4.3: Update Product Data - Increased the
requirements for “Strength of the Product” from 250
characters to 500 characters; made changes for
requirements for “FDA Application Number,” “FDA
Approval Type,” “FDA Approval Date,” and “Alternate
ID.”

11 04/26/2018 | Maureen Campbell | Section 7.1: Restate Online - Increased the
requirements for “Strength of the Product” from 250
characters to 500 characters; made changes for
requirements for “FDA Application Number,” “FDA
Approval Type,” and “FDA Approval Date.”

2.0 3/28/2019 Maureen Campbell | Globally: Changes to reflect changes in the
application for Release 9
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Appendix B: Acronyms

Table B-1: Acronyms

Acronym Definition

ALT ID Alternate Identification

AMP Average Manufacturer Price

ARS Acceptable Risk Safeguards

ASP Average Sales Price

AWP Average Wholesale Price

CAP Competitive Acquisition Pricing

CHIP Children’s Health Insurance Program
CLFS Clinical Laboratory Fee Schedule

CM Center for Medicare

CMCs Center for Medicaid and CHIP Services
CMS Centers for Medicare & Medicaid Services
csv Comma-Separated Values

DAS Division of Ambulatory Services

DCCA Data Computer Corporation of America
EIDM Enterprise Identity Management

ESRD End Stage Renal Disease

EUA Enterprise User Administration

FDA Food and Drug Administration

FFS Fee-for-Service

FFSDCS Fee-for-Service Data Collection System
HHS Health and Human Services

IVR Interactive Voice Response

MFA Multi-Factor Authentication

MMA Medicare Modernization Act
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Acronym Definition

NDC National Drug Code

oIG Office of the Inspector General
OPPS Outpatient Prospective Payment System
OoTP One Time Password

Pl Personally Identifiable Information
RIPD Remote Identity Proofing

SMS Short Message Service

SNOW Service Now

URL Uniform Resource Locator

WAC Wholesale Acquisition Cost

XLC eXpedited Life Cycle
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