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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, the ASP
methodology is used to determine the payment limit for certain eligible outlier service drugs and
biologicals under the End Stage Renal Disease (ESRD) Prospective Payment System (PPS), as
well as specified covered outpatient drugs, and drugs and biologicals with pass-through status
under the Outpatient Prospective Payment System (OPPS). In accordance with Section 11101
of the Inflation Reduction Act of 2022, CMS also uses the ASP methodology to establish the
inflation adjusted beneficiary coinsurance and inflationary rebates for certain single source
drugs and biologicals with prices increasing at a rate faster than the rate of inflation. The ASP
methodology is based on quarterly data submitted to the Centers for Medicare and Medicaid
Services (CMS) by drug manufacturers. CMS supplies the Medicare 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

e Accepts and stores Medicare Part B drug data received from manufacturers
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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
quarterly basis in one of two methods. Drug product data may be submitted either by uploading
a file or keying data into a predefined data entry screen. In both instances, data 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.

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
qualified practitioners.

If the drug manufacturer decides to enter their Medicare Part B ASP drug information online,
then they log on to the secure website and enter the required drug information into the online
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. 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 2018) to the ASP application 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 may submit a request for one to
be established.

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.

Once the drug manufacturer submits the Reporting Manufacturer data and it is successfully
received by CM/Division of Data Analysis and Market-based Pricing (DDAMBP) 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/DDAMBP runs drug
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submission reports. These reports include Impact Analysis Report, Management Reports and
Manufacturer Reports.

1.4 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. 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

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 EIDM User Guide

e ASP Data Reporting Templates

e Contextual Help

Click on EIDM Links for any assistance with using the application and to view applicable videos

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

21 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. Users should allot up to 72
hours to receive access to the ASP Portal following the submission of a CMS Portal username
and password and request for access to the ASP application.

211  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.

Figure 2-1: CMS Enterprise Portal Home Page

CMS.gov I Enterprise Portal ind Your Application ~ @ Help @ About % E-mail Alerts

CMS.gov | enterprise Portal

@ Agree to our Terms & Conditions

Login

Forgot your User ID or your Password?

New User Registration

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 1 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.
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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 No.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
hihitnd and ar ubinect tn utinn nindar thn Camrnitar Crand and A Art nf 1008 and Titln 1211 Q ~ & ANN1 and 40720 AL o 11t

(] »

("] Iagreeto the terms and conditions
— Cancel

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.
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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 Social Security Number (optional) Birth Month v Birth Date v Birth Year v

Is Your Address US Based?

© Yes O No
Enter Home Address #1 Enter Home Address #2 (optional)
Enter City State 4 Enter Zip Code Enter Zip+4 (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.

-~ ® oo

=

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.

User ID

Password Confirm Password
sesssscee sesscccee
Challenge Question §1 Answer

Challenge Question 52 Answer

Challenge Question #3 Answer

4

BaCR o

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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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.

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.

21.2  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[Emevprlse Portal 83 FindYourApplication @ Help @ About % E-mail Alerts

CMS.gov | Enterprise Portal

ions

Login

Forgot your User ID or you

New User Registration

2. Enter your UserlD 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

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

o

Request/Add Apps

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 |I\/Iy Enterprise Portal

ACO-MS provides access to Shared Savings

ABC Test App for IMPL
Program Accountable Care Orga More.

Help Desk Information
123-456-7390 Help Desk Information

SamplelMPL@assinc.com 123-456-7590
SampleTest@gssinc.com

Request Access Request Access

The Benefits Coordination & Recovery System  Bundied Payments for Care Improvement Data File

(BCRS) allows a user t More..

Help Desk Information Help Desk Information
123-456-73090 123-456-7890

SamplelMPL@assinc.com SamplelMPL@assinc.com

Request Access Request Access

Access to this application is restricted to Trading
Partners that exch More...

The CMS 'WebEx cloud offering consists of access
to WebEx Training Cent More..

Help Desk Information Help Desk Information
123-456-73090 123-456-7890

SamplelMPL@assinc.com SamplelMPL@assinc.com

Request Access Request Access

A system used to facilitate data sharing between
CO-OP Program Management System (CPMS) is and among State Medic lore.

The Fee for Service Data Collection System
(FFSDCS) application callec Mere:

Help Desk Information
123-456-7390
SamplelMPL@gssinc.com

Request Access

The CCIIO Enrollment Resolution and
Reconciliation System (CERRS) supp More

Help Desk Information
123-456-7390
SamplelMPL@gssinc.com

Request Access

Cennesion provides suppliers with secure online
aceess to their Medica More

Help Desk Information
123-456-7300
SamplelMPL@gssinc.com

Request Access

sdigsdf

Ualn Dok

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

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 Identity 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 role 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 Callx
Request New System Access

“ Role: Select the Role

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

Figure 2-13: Identify Verification Page

My Access

W m
Access
iew
Access
Annual Certification

;dentity Verification

i To protect your privacy, you will need to complete Identity Verification successfully, before requesting 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
information to verify your identity with Experian, an external Identity Verification provider.

« ldentity Verification involves Experian using information from your credit report to help confirm your identity. As a result, you may see an entry called a “soft inquiry” on your
Experian credit report. Soft inquiries do not affect your credit score and you do not incur any charges related to them.

* You may 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 |
information, please see the Experian Consumer Assistance website -http://www.experian.com/help/ :

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

Request New System
Access

Vi 1k h
Access

Annual Certification

Terms and Conditions

‘OMB No. 0938-1236 | Expiration Date: 04/30/2017 (OMB Re-Certification Pending) | Paperwork Reduction Act

Protecting Your Privacy

Protecting your Privacy is a top priority at CMS. We are committed to ensuring the security and confidentiality of the user registering to EIDM. Please read the CMS Privacy Act Statement , which describes how we use the
information you provide

"Parsonal” information is described as data that is unique to an individual, such as a name, address, telephone number, social security number, and date of birth (DOB). CMS is very aware of the privacy concerns around PII
data. In fact, we share your concerns. We will only collect personal information 1o verify your identity. Your information will be disclosed to Experian, an external authentication service provider, to help us verify your identity. If
collected, we will validale your Social Security number with Experian only for the purposes of verifying your identity. Experian verifies the information you give us against their records. We may also use your answers to the
challange questions and other PIl fo later identify you in case you forget or misplace your User ID /Password

HHS Rules Of Behavior

We encourage you to read the HHS Rules of Behavior , which provides the appropriate use of all HHS information lechnology resources for Depariment users, including Federal employees, contractors, and other system
users.

| have read the HHS Rules of Behavior for Privileged User Accounts (addendum to the HHS Rules of Behavior (HHS RoB), document number HHS-OCIC-2013-00035 and dated July 24, 2013), and understand and agree to
comply with its provisions. | understand that violations of the HHS Rules of Behavior for Privileged User Accounts or information security policies and standards may lead to disciplinary action and that these actions may
include termination of employment, removal or disbarment from work on federal contracts or projects; revocation of access to federal information, information systems, and/or facilities; criminal penalties; andior imprisonment. |
understand that exceptions to the HHS Rules of Behavior for Privileged User Accounts must be authorized in advance in writing by the OpDiv Chief Information Officer or his/her designee | also undersiand that violation of
certain laws, such as the Privacy Act of 1974, copyright law, and 18 USC 2071, which the HHS Rules of Behavior for Privileged User Accounts draw upon, can result in monetary fines and/or criminal charges that may result in
imprisonment.

Identity Verification

i understand that the identity proofing services being requested are regulated by the Fair Credit Reporting Act and that my explicit consent is required to use these services. | understand that any special procedures
astablished by CMS for identity proofing using Experian have been met and the services requested by CMS to Experian will be used solely to confirm the applicant's identity o avoid fraudulent transactions in the applicant's
name.

| agree to the terms and conditions

D G

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 ——
Your infermation

o M B Friw s r g e e et ek e o e e e b s
= e

deran Camdonion

T T T —

ot ey s s, 2 s B e e rbsten

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.

User Manual Version 2.3 13

Medicare Part B Drug Average Sales Price (ASP)



CMS XLC ASP Application Access

Figure 2-16: Multi-Factor Authentication Information

CMS.gov

on reader mode Off | Accessibility Settings

My Access Multi-Factor Authentication Informatiol

Request New System
Access

My Enterprise Portal © Maureen Campbell w @ Help @ LogOut

To protect your privacy, you will need to add an additional level of security to your account. This will entail successfully registering your Phone, Computer or E-mail, before continuing the role request process.

View and Manage My To continue this process, please select "Next'

Access

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

R | New Syst Adding a Security Code to your login also known as Multi-Factor Authentication (MFA) can make your login more secure by providing an extra layer of protection 1o your user name and password.
equest New System

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

View and Manage My
Access I Phone/Tablet/PC/Laptop
Annual Certification
- - Text Message Short Message Service (SMS)
I~ Interactive Voice Response (IVR)

b E-mail

Please note that you are only allowed two attempts to register your MFA device. If you are unable to register your device within two attempts please log out, then log back in to try again.

Select the MFA Device Type that you want to use to login to secure applications from the dropdown menu below.
MFA Device Type: | Select MFA Device 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.
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Figure 2-19: Request Acknowledgement Page

My Access

Request New System
Access

Access

Annual Certification

Request Acknowledgement

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

Your request id is : 2693343

View and Manage M Use this number in all correspondence concerning this request. You will be contacted via E-mail after your request has been processed

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

221  Tier 1 Support — FFSDCS (ASP) Application Helpdesk

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

e Tier 1 Issue examples:

o Account Unlock

o Password Reset

o Registration process guestions
o Policy Question escalations

o System Availability escalations
o Other

2.2.2 Tier 2 Support — CM Policy Support

e sec303aspdata@cms.hhs.gov

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.

After logging into the CMS Enterprise Portal
(https://portal.cms.gov/wps/portal/unauthportal/home/), you will see your My Portal page.

Click on the Fee For Service Data Collection System (FFSDCS) icon to show the selections.
Then click on the first link Average Sale Price (ASP) [Figure 3-2].

Figure 3-1: My Portal Home Page

CMS.gov |My Enterprise Portal v @Help @ LogOut

My Portal

Previous Login: View Login History

EEN (R

Annual Role Certifications

Average Sales Price (ASP)

Clinical Laboratory Fee Schedule (CLFS)

Medicare Ground Ambulance Data Collection System (GADCS)

If the user is new to the application, the user is placed directly into the Home page (for
Submitter [Figure 3-2] or Certifier [Figure 3-33]).
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Figure 3-2: ASP Application Home Page — ASP Submitter

Medicare Part B Average Sales Price
Home Welcome, Robert! Downloads: User Guide (POF) File Ugload Formats (zip)

Compliance Summary

Manage NDC1/ALT 1D

Messages
Product Data
Financial Data View Al

Generate One Time
Password (OTP)

fammptins ASP Business Process Flow Reporting Summary
Re-Statements

Help

Compliance Report

Cunently Not Available please use Compliance Summary instead

Centter Authentcate using OTP. Review Ceaity
Submitied Finaocil Oata  Submitted Financia Oata

For the bast website expenience, we recommend using the latest version of one of the following supparted browsers: Chrome (version 49 or greater), Firefox (version 10 or greater). or Intemet Explorer 9.0 or greater

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

Medicare Part 8 Average Sales Price Home

He 3

ome Welcome, Garry! Donnloads: Ussr Guids (PDF) File Upload Formats (zi8)
Verify One Time
Password (OTP)

Certification Messages

Help View All

ASP Business Process Flow Reporting Summary

Priceng Guarter o108
Curment Submission Percd 0401/2019-05012019
Oy Remasning i e Current Submission Period

Compliance Report

Currently Not Available please use Compliance Summary instsad

Certifier Authenticate usieg OTP

Review Cenify
Submitted Financisl Dats  Submitted Finsnciel Data

For the bast website experience, we recommend using the latest version of one of the following suppoted brawsers: Chrome (version 49 or greater). Firefox (version 10 of greater). or Internet Explorer 9.0 or greater

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.
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Figure 4-1: Manage NDC1/ALT ID Screen

Medicare Part B Average Sales Price Manage NDC1/ALTID
Home
Compliance Summary NDC1/ALT ID Listings Assigned NDC1/ALT ID Listings
Manage NDC1/ALT ID
SearchiFilter:
Product Data e
01023 E
Financial Data 38983
24241
Generate One Time :3;23
Password (OTP) 00858 Assign>>
00654
Assumptions 00653
00652
Re-Statements 00651
00649
Help 00648
00647
65800
65400
65300
65200

® Add NewNDC1 O Add New ALT ID

NDC1:

Add

2. To search for an NDCA1, 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 Average Sales Price Manage NDC1/ALT ID
Home
Compliance Summary NDC1/ALT ID Listings Assigned NDC1/ALT ID Listings
Manage NDC1/ALT ID
SearchfFilter: (903
Product Data pr——
90371
Financial Data 90375
90376
Generate One Time 20378
Password (OTP) xggg Assign>>
Assumptions 90396
Re-Statements
Help
® Add NewNDC1 O Add New ALT ID
NDC1:
Add

3. To add an NDC1 to the global list, click on the “Add New NDC1” radio button and enter
your new NDC1 in the “NDC1:” field.

Note: the NDC1 must be 5 digits.
The “NDCA1:” field is populated, as shown in Figure 4-3.

User Manual Version 2.3 19 Medicare Part B Drug Average Sales Price (ASP)



CMS XLC Manage NDC1/ALT ID - Submitter

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

Medicare Part B Average Sales Price Manage NDC1/ALT ID
Home
e e NDC4/ALT ID Listings Assigned NDC1/ALT ID Listings
Manage NDC1/ALT ID .
SearchiFilter: '

Product Data ——

01023 .
Financial Data 38083

24241
Generate One Time 44333
Password (OTP) 44767 :

00658 Assign>>
Assumptions ggg;g

00652
Re-Statements 00851

00649
L~ 00843

00847

65800

65400

65300

65200

® Add New NDC1 © Add New ALTID
NDC1: 99999
Add

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/ALT ID

Home

Ci li Si
-ompliance Summary 99999 Successfully added.

Manage NDC1/ALT ID
Product Data

Financlal Data NDC/ALT ID Listings Assigned NDC1/ALT ID Listings

Generate One Time §
Password (OTF) Search/Filter:
99999 -
01023
Re-Statements 38063
24241
44333
L 44767 Cisr
00658
00654
00653
00652
00651
00649
00648
00647
65800
65400
65300

Assumptions

@® Add NewNDC1 O Add New ALT ID

woet:[

Add

5. To add an Alternate ID to the global list, click on the “Add New ALT ID” radio button and
enter your new Alternate ID in the “ALT ID:” field.

Note: The ALT ID can be up to 23 alphanumeric characters including colon (:) period (.)
and dash (-).

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

Manage NDC1/ALT ID

Compliance Summary

NDC1/ALT ID Listings Assigned NDC1/ALT ID Listings

Manage NDC1/ALT ID

Search/Filter:

Product Data —_—

99999 =
Financial Data 01023

38083
Generate One Time i:g;;
Password (OTP) 14767 Assign>>

00658
Assumptions 00654

00653
Re-Statements 00652

00651
Help 00649

00648

00647

65800

65400

65300

O Add NewNDC1 ~ ® Add New ALT ID
ALTID: |54321EDCBA|
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 Averae Sales Price

Home

Compliance Summary
Product Data
Financial Data

Generate One Time
Password (OTP)

Assumptions
Re-Statements

Help

NDC1/ALT ID Listings

searchFiner:[
54321EDCBA ~
99999
01023
38083
24241
44333
44767
00658
00654
00653
00652
00651
00649
00648
00647
85800
85400

® Add New NDC1 O Add New ALTID

NDC1:

Add

Manage NDC1/ALT ID

54321EDCBA Successfully added. ‘

Assigned NDC1/ALT ID Listings

Assign=>

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 He|

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

Manage NDC1/ALT ID
Search/Filter:

Product Data

54321EDCBA

Financial Data

Generate One Time
Password (OTP) Assign>>
Assumptions

Re-Statements

Help

® Add NewNDC1 ) Add New ALT ID

wocr:[

Add

8. 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 Average Sales Price Manage NDC1/ALTID
Home
COERICS SR aan Successfully assigned.
Manage NDC1/ALT ID
Product Data
Bonci ot NDC1/ALT ID Listings Assigned NDC1/ALT ID Listings
Generate One Time
Password (OTP) Search/Filter:
©a321EDCBA A 00658
Assumptions gg:gis;EDcBA UUG;-I
01023 00653
Re-Statements. 38083 ggggf
24241
Help 14333 Assign>> 00649
4767 00648
85800 00647
65400
65300
85200
65100
64900
64800
64700
12345ABCDE
88888 -
® Add New NDC1 © Add New ALT ID
NDC1:
Add
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5. Compliance Summary

5.1  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

2.

manufacturers assigned to a Submitter by default.

Figure 5-1: Compliance Summary Overview Page: Submitter

Medicare Part B Aveme Sales Price

Home

Compliance Summary Overview

Compliance Summary . . .
Reporting Period *:  [Q22019 ~
Manage NDC1/ALT ID

Manufacturer *: | seject
Product Data

Financial Data Drug Identifier:

Generate One Time View Compliance Overview Detail

Password (OTP)

Assumptions Selected Quarter: Q2 2019

Re-Statements

Labelers are out of compliance with data reporting requirements.
Help

99% of drugs are certified out of 306 total drugs.

(115 Certified, 190 Restatement Certified)

Missing 0

Pending Certification: 0

Pending Restatement Certification: 1
Total Certification: 115

Total Restatement Certification: 190

Total New Drugs: 3

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

The summary results display for the selected manufacturer for the selected reporting
period as shown in Figure 5-2.
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Figure 5-2: Manufacturer’s Compliance Summary Report: Submitter

Medicare Part B Averae Sales Price Compliance Summary Overview

Home

Compliance Summary i i JE—
Reporting Period *: [Q22019[~
Manage NDC1/ALT ID

Manufacturer *:  rys
Product Data

Financial Data Drug Identifier:

Generate One Time View Compliance Overview Detail
Password (OTP)

Selected Quarter: Q2 2019
Re-Statements

Help Labelers are out of compliance with data reporting requirements.
95% of drugs are certified out of 320 total drugs.

(115 Certified, 190 Restatement Certified)

Missing 12

Pending Certification: 2

Pending Restatement Certification: 1
Total Certification: 115

Total Restatement Certification: 190

Total New Drugs: 4

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)

¢ Pending Certification (go to Step 6)

¢ Pending Restatement Certification (go to Step 8)
e Total Certification (go to Step 10)

e Total Restatement Certification (go to Step 12)

e Total New Drugs (go to Step 14)

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

The “Missing” report displays, as shown in Figure 5-3.
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Figure 5-3: Compliance Summary: Submitter - Missing

Medicare Part B Average Sales Price Compliance Summary Overview

Reporting Period *:  [Q22015]<]
Manage HDC/ALT ID

e Manufacturer*: | seec
Financial Data Drug Identifier:

Generate One Time View Compliance Ovenvew Detail
Password (OTP)

Assumptions

Selected Quarter: Q2 2019
Re-Statements.
Holp Labelers are out of compliance with data reporting requirements.

95% of drugs are certified out of 320 total drugs.

(115 Cartinied, 190 Re statement Certiied)

Missing 12
(Showing 1-10 or 12 resuts Prevous First 1.2 _Last _ Next
Drug Identifier Reporting Period asp ASP Units wiac CAP Units Status Resolve
71777123456 @21 PENDING Besobe
T8 | azz018 | [ | | FENDING | [
17T 235 01 @201 FENDING Hosole
a8 22 @201 FENDING Basohe

Pending Centification:

Pending Restatement Certification: 1
Total Centification: 115

Total Restatement Cartification: 150

Total Hew Drugs: 4

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.

Note: If the reporting period selected is not the current reporting period, the “Add/Edit
Restate Financial Data” screen displays.

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

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

Compliance Summary
Please resolve NDC/AIt ID:77777-1234-56

Manage NDC1/ALT ID
Product Data

m Data being submitted for: Q2 2019

Add/Edit Financial Data

Drug Identifier: Search
Upload Financial Data
Generate One Time [SNOW"H‘J 1 resuft Previous First 1 Last Next ]
(e Drug Identifier Generic (Brand Name) Manufacturer's | Number of ASP. Wholesale Number of Cap Status View Details
ASP* units® Cost* Units
— TITT7-1234-56 09% NACL 500ML VIAFLO UK NP [ [ [ [ PENDING Product
Help [ Showing 1 result Previous First 1 Last Next

et B ¥ g

Save Financial Data

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 say “SAVED.”

User Manual Version 2.3 25 Medicare Part B Drug Average Sales Price (ASP)



CMS XLC Compliance Summary

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

Medicare Part B Averae Sales Price Add/Edit Financial Data He|
Home
Sl e ALY Financial data saved
Manage NDC1/ALT ID
Product Data
N Data being submitted for: Q2 2019
AddiEdit Financial Dara | DT Identifier: Search
Upload Financial Data
[Showing 1 resuit Previous First 1 Last_Next )
‘::::"" C(';fr:;'"' Drug Identifier Generic (Brand Name) Manufacturer's Number of ASP Wholesale Number of Cap Status View Details
ord ASP* units® Acquisition Cost™  Units Excluded
bt TTTT7-1234-56 0% NACL 500ML VIAFLO UK NP 333333 [ 444555 [ 55666 [ 222333 SAVED Product
R
[:Showing 1 resuit Pravious Firsl 1 Last Mext ]
Help =
o[ ) 15
Save Financial Data

6. To view drugs that have saved financial data, but whose certifications are pending, click
on the Pending Certification panel from the “Compliance Summary Overview” screen.

The “Pending Certification” report displays, as shown in Figure 5-6.

Figure 5-6: Compliance Summary: Submitter — Pending Certification

Medicare Part B Average Sales Price

Compliance Summary Overview

Home

[ — _
Reporting Period : (G2 20197

Manage NDC/ALT ID

—— Manufacturer :

Financial Data Drug Identifier:

Generate One Time View Compliance Oveniew Detail

Password (OTP)

Assumptions Selected Quarter: G2 2019

Re-Statements

Help Labelers are out of compliance with data reporting requirements.

95% of drugs are certified out of 320 total drugs.
{115 Certiied, 150 Restatement Certified)
Missing 11

Pending Centification: 3

(Showing al 3 resuts
Drug Identifier

Provious First 1 Last Next ]

Roporting Pariod s ASP Units CAP Units Status
TITIT-0123-1 Qz2019 333444 444 555 2233 SAVED
TTTIT7-1234-01 Qz2019 3333313 444 424 22222 SAVED
777123456 az2019 333333 141655 222333 SAVED

(Showing all 3 resuts Previous First 1 Last_Next

Pending Restatement Certification: 1
Total Cenification: 115

Total Restatement Centification: 190

Total Hew Drugs: 4

7. Click on the Pending Certification panel to hide the drug information that is pending
certification.

8. To view drugs that have saved financial data that were restated but whose certifications
are pending, click on the Pending Restatement Certification panel from the
“Compliance Summary Overview” page.

The “Pending Restatement Certification” report displays, as shown in Figure 5-7.
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Figure 5-7: Compliance Summary: Submitter - Pending Restatement Certification

Medicare Part B Average Sales Price Compliance Summary Overview

Reporting Period *: (G2 201975,

Product Dara Manufacturer
Financial Data Drug Identifier:

Generate One Time View Compliance Overview Detail
Password (OTF)

Assumptions

Selected Quaner: Q2 219
Re-Statements
Help Labelers are out of compliance with data reporting requirements.

96% of drugs are certified out of 320 total drugs
(#5 Certfied, 190 Restatement Certified)

Missing 11

Pending Certification:

Pending Restatement Certification: 1

[Shawing 1 result Previous First 1 Last Next

Drug Identifier Reporting Period ASP ASP Units WA CAP Units Status
00710064301 02 2019 142 692 14460.000 143.250 RESTATE SAVED
[Shawing 1 result Presvious First 1 Last Next

Total Cenification: 115
Total Restatement Certification: 190

Total New Drugs: 4

9. Click on the Pending Restatement Certification panel to hide the drug information that
is pending restatement certification.

10. To view drugs that have been certified during the selected reporting period, click on the
Total Certification panel from the “Compliance Summary Overview” page.

The “Total Certification” report displays, as shown in Figure 5-8.

Figure 5-8: Compliance Summary: Submitter — Total Certification

Medicare Part B Average Sales Price Compliance Summary Overview

Compliance Summary _
Reporting Period ":  [GZ20137

Manage NDC1/ALT ID

= Manufacturer™: | soucr

Financial Data Drug Identifier:

Generate One Time View Complianca Cendew Detal

Password (OTP)

Assumptions

Selected Quarter: Q2 2013
Re-Statements
Help Labelers are out of compliance with data reporting requirements.

95% of drugs are certified out of 320 total drugs.
(115 Certified, 130 Restatement Certified)

Missing 11

Pending Certification: 3

Pending Restatement Certification: 1

Total Centfication: 115

= —rt e oo
Drug Identifier Reporting Period asp ASP Units wac CAP Units Status.
01023.0014-01 Q22018 CERTIFED
01023001450 | az2013 CERTIFIED
01023031653 | azz01s CERTIFIED
1023031593 Qz2019 CERTIFIED

Total Restatement Certification: 190

Total New Drugs: 4

11. Click on the Total Certification panel to hide the certified drug information.

12. To view the information for drugs that have been restated and certified, click on the
Total Restatement Certification panel from the “Compliance Summary Overview”
page.

The “Total Restatement Certification” report displays, as shown in Figure 5-9.
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Figure 5-9: Compliance Summary: Submitter - Total Restatement Certification

Medicare Part B Average Sales Price Compliance Summary Overview

Compliance Summary
Reporting Period *: G2 20137
Manage NOC1/ALT ID

EoaTe Manufacturer ;| seiec
Financial Data Drug Identifier:

Generate One Time View Compliance Oveniew Detail
Password (OTP)

Assumptions

Selocted Quarter: (2 2019
Re-Statements
Help Labelers are out of compliance with data reporting requirements.
85% of drugs are certified out of 320 total drugs.
(115 Certified, 150 Restatement Ceriitied)

Missing 11

Pending Certification: 3

Pending Restatement Certification: 1

Total Certification: 115

Total Restatement Certification: 190

[Showng 110 af 190 resuts Prevows Fist1.2,3,4.6.6,7,8.9. 10 Lost _Mext B
Drug Identifier Reporting Period ASP ASP Units WAC ‘CAP Units Status
00699-3026.02 Q22019 14860 11056000 26890 RE STATED CERTIFIED
00698-3026.02 Q22 19621 6906.000 20590 RE STATED GERTFIED
00698 3027.02 a2z e 36665 000 s RE STATED GERTFIED
00699-3028-02 I Qz2m9 12026 I 55030 000 18.110 I RE-STATED CERTFIED

Total New Drugs: 4

13. Click on the Total Restatement Certification panel to hide the certified drug information.

14. 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 5-10.

Figure 5-10: Compliance Summary: Submitter - Total New Drugs

Medicare Part B Average Sales Price Compliance Summary Overview

e —— i
Reporting Period *: (G2 2019w
Manage NDCUALT ID

== Manufacturer *: ..
Financial Data Drug Identifier:

Generate One Time View Compiiance Ovenview Detail
Password (OTP)

Assumptions

Selected Quarter; G2 2019
Re-Statements
Help Labelers are out of compliance with data reporting requirements.
85% of drugs are certified out of 320 total drugs.
(115 Ceriified, 190 Restatement Certdied)

Missing 11

Pending Certification:

Pending Restatemant Certification: 1

Total Certification: 115

Total Restatement Certification: 150

Total New Drugs: 4

(S Twes TR E
Drug Identifier Reporting Period ASP ASP Units WAC CAP Units Status
38983-9999-99 Q22019 CERTIFIED
3983-9959-99 Q22018 RE-STATED CERTIFIED
50000.5452.54 Q22019 Fym 55 555 frm RE-STATED CERTIFIED
77T 222288 Qz2019 | | PENDING

5.2 Certifier

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.
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Note: The “Compliance Summary Overview” screen lists the compliance summary for all
manufacturers assigned as a default, as shown in Figure 5-11.

Figure 5-11: Compliance Summary Overview Page: Certifier

Medicare Part B Average Sales Price Comp“ance 3ummary Overview

Compliance Summat —
E & Reporting Period *: [Q12019

Verify One Time
Password (OTP) Manufacturer *: | seiect
Certification Drug Identifier:

L= View Compliance Overview Detail

Selected Quarter: Q1 2019

Labelers are out of compliance with data reporting requirements.
7% of drugs are certified out of 177 total drugs.

(2 Certified, 10 Restatement Certified)

Missing 17
Pending Certification: 7

Pending Restatement Certification: 141
Total Certification: 2

Total Restatement Certification: 10

Total New Drugs: 11

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

The summary results display for the selected manufacturer for the selected reporting
period, as shown in Figure 5-12.

Figure 5-12: Manufacturer’'s Compliance Summary Report: Certifier

Medicare Part B Average Sales Price Comp"ance Summary Overview

Compliance S
Y Reporting Period *; [Q12019

Verify One Time

Password (OTP) Manufacturer *:  asc
Certification Drug Identifier: |
Help

View Compliance Overview Detail

Selected Quarter: Q1 2019

Labeler is out of compliance with data reporting requirements.
50% of drugs are certified out of 10 total drugs.
(2 Certified, 3 Restatement Certified)

Missing 1

Pending Certification: 3

Pending Restatement Certification: 1
Total Certification: 2

Total Restatement Certification: 3

Total New Drugs: 2

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.
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Drugs that are listed in the panels are:
e Missing (go to Step 3)
e Pending Certification (go to Step 6)

¢ Pending Restatement Certification (go to Step 8)

e Total Certification (go to Step 10)

e Total Restatement Certification (go to Step 12)

e Total New Drugs (go to Step 13)

3. Toview drugs that are not compliant because the financial data for the drug have not

been submitted, click on the Missing panel.

The “Missing” report displays with the status of “PENDING,” as shown in Figure 5-13.

Figure 5-13: Compliance Summary: Certifier - Missing

Medicare Part B Ave rage Sales Price

Compliance Summal " . —
= ) Reporting Period *: [Q12019

Verify One Time
Password (OTP) Manufacturer*:  asc
Certification Drug Identifier: |

—r View Compliance Overview Detail

Compliance Summary Overview

Selected Quarter: Q1 2019

Labeler is out of compliance with data reporting requirements.
50% of drugs are certified out of 10 total drugs.

(2 Certified, 3 Restatement Certified)

Missing 1

Showing 1 result

Previous First 1 Last Next

Drug Identifier Reporting Period
00999-3456-01 Q12019

ASP Units WAC CAP Units Status

PENDING

[:showing 1 resuit

Previous First 1 Lasi Next

Click on the Missing panel to hide the drug information that needs financial data.

To view drugs that have saved financial data but whose certifications are pending, click
on the Pending Certification panel from the “Compliance Summary Overview” screen.

The “Pending Certification” report displays, as shown in Figure 5-14.
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Figure 5-14: Compliance Summary: Certifier - Pending Certification

Medicare Part B Averae Sales Price Compliance summary Overview

Compliance Summary 5 i —_—
Reporting Period *: [Q12019

Verify One Time

Password (OTP) Manufacturer ®:  asc
Certification Drug Identifier:
Help View Compliance Overview Detail

Selected Quarter: Q1 2019
Labeler is out of compliance with data reporting requirements.
50% of drugs are certified out of 10 total drugs.
(2 Certified, 3 Restatement Certified)
Missing 1

Pending Certification: 3

Showing all 3 results. Previous First 1 Last Next

Drug Identifier Reporting Period I ASP ASP Units WAC I CAP Units Status
00999-3333-11 I Q12019 44333 I s 55.444 I SAVED
00099333366 Q12018 45222 54333 66.222 SAVED
00999-5123-22 Q12019 33222 441 55111 44333 SAVED
00999678960 Q12018 206.430 21812 820 241520 SAVED
nNAGa. 788001 19018 2739 250 7RAAT RAN IRIRTAN SAvVFED

Click on the Pending Certification panel to hide the drug information that is pending
certification.

To view drugs that have saved financial data that were restated but whose certifications
are pending, click on the Pending Restatement Certification panel from the
“Compliance Summary Overview” page.

The “Pending Restatement Certification” report displays, as shown in Figure 5-15.

Figure 5-15: Compliance Summary: Certifier - Pending Restatement Certification

Medicare Part B Average Sales Price Compliance Summary Overview

Compliance Summar _
L &Y Reporting Period *: | Q12019 -

Verify One Time
Password (OTP) Manufacturer *:
Certification Drug Identifier: |
Help

View Compliance Overview Detail

Selected Quarter: Q1 2019
Labeler is out of compliance with data reporting requirements.
50% of drugs are certified out of 10 total drugs.
(2 Certified, 3 Restatement Certified)
Missing 1
Pending Certification: 3

Pending Restatement Certification: 1

Showing 1 result Previous First 1 Last Next
Drug Identifier Reporting Period ASP ASP Units WAC CAP Units Status
00999-2222-22 Q12019 555.556 666,666 I 888.888 RESTATE SAVED
66995-0018-20 Q12018 18 940 48050 000 29000 RESTATE SAVED
66005002201 Q12019 45 540 385,000 46.470 RESTATE SAVED
B66995-0039-28 Q12019 37.630 79397.000 75.370 RESTATE SAVED

Click on the Pending Restatement Certification panel to hide the drug information that
is pending restatement certification

To view drugs that have been certified during the selected reporting period, click on the
Total Certification panel from the “Compliance Summary Overview” page.

The “Total Certification” report displays, as shown in Figure 5-16.
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Figure 5-16: Compliance Summary: Certifier — Total Certification

Medicare Part B Averae Sales Price Comp"ance Summary Overview

Compliance Summa A
B EY, Reporting Period *: |Q12019 -

Varify One Time

Password (OTP) Manufacturer *: ABC
Certification Drug Identifier: |
Heip View Compliance Overview Detail

Selected Quarter: Q1 2019
Labeler is out of compliance with data reporting requirements.
50% of drugs are certified out of 10 total drugs.
(2 Certified, 3 Restatement Certified)
Missing 1
Pending Certification: 3
Pending Restatement Certification: 1

Total Cenrtification: 2

Showing all 2 results. Previous Fust 1 Last Next 1
Drug Identifier Reporting Period AP ASP Units Wac CAP Units Status
00999-1234-01 Q12019 6444 545 19639.020 T73.100 CERTIFIED
00999-4567-01 Q12019 104650 3211566.740 120000 CERTIFIED

[Showing a2 resuns Previous First 1 Last_Next ]

10. Click on the Total Certification panel to hide the certified drug information.

11. To view the information for drugs that have been restated and certified, click on the
Total Restatement Certification panel from the “Compliance Summary Overview”

page.
The “Total Restatement Certification” report displays, as shown in Figure 5-17.

Figure 5-17: Compliance Summary: Certifier — Total Restatement Certification

Medicare Part B Averae Sales Price cOmpliance summary Overview

Home

Manufacturer :  asc
Compliance Summary -
Drug Identifier:

Verify One Time.

Password (OTP) View Compliance Overview Detail

Selected Quarter: Q1 2019
Help

Labeler is out of compliance with data reporting requirements.
50% of drugs are certified out of 10 total drugs.

(2 Certified, 3 Restatement Certified)

Pending Centification: 3
Pending Restatement Certification: 1
Total Certification: 2

Total Restatement Certification: 3

('Showing ail 3 resuits Previous First 1 Last Next ]
Drug Identifier Reporting Pariod Asp ASP Units WAC CAP Units Status.
00999-0123-11 Q12019 545,370 224.880 1222 0.000 RE-STATED GERTIFIED
00999-2345-01 Q12018 111222 90.100 148.190 RE-STATED CERTIFIED
00999-5678-17 Q12019 17.180 320708.240 42.000 222333 RE-STATED CERTIFIED
66995-0003-02 Q12018 16.130 17678.000 18200 RE-STATED CERTIFIED
#AGBR.NNNA.N1 013018 238 arm aon an &an RE.STATFD CFRTIFIED

12. Click on the Total Restatement Certification panel to hide the certified drug
information.

13. To view the product and financial information for new drugs that have been certified or
saved, click on the Total New Drugs panel from the “Compliance Summary Overview”

page.

User Manual Version 2.3 32 Medicare Part B Drug Average Sales Price (ASP)



CMS XLC

Compliance Summary

The “Total New Drugs” report displays, as shown in Figure 5-18.

Figure 5-18: Compliance Summary: Certifier - Total New Drugs

Medicare Part B Av!rae Sales Price

Compliance Summary Overview

Reporting Peried *: (G2 2014]%
Veerify One Time

Password [OTP) Manufacturer “: Select
Conification Drug Identifier:

Help

View Campliance Overvew Detail

Selacted Quarter: G2 2019

Labelers are out of compliance with data reporting requirements.
97% of drugs are certified out of 77 total drugs.

(13 Corttiea, 2 Restatoment Certiiea)
Missing 0

Pending Certfication: 1

Pending Restatement Certification: 1
Total Certfication: 73

Total Restatement Certification: 2

Total New Drugs: 3

[Showing ail 3 resuts. Previous First 1 Last Next ]
Drug Identifier Reporting Period ASP ASP Units WAC CAP Units Status
3983-9999-99 Qz2019 55,565 55,555 55,555 55,555 CERTIFED
38983.9999-99 Qz2019

36963-9999-99

RE-STATED CERTFIED
Qz 2019
[Shoving a3 voscts

CERTIFIED
Previous Fust 1 Last Next

14. Click on the Total New Drugs panel to hide the certified drug information.

User Manual Version 2.3

33 Medicare Part B Drug Average Sales Price (ASP)



CMS XLC Product Data

6. Product 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, as shown in Figure 6-1.

Figure 6-1: Add Product Data Screen

Medicare Part B Average Sales Price Add Product Data

= o

=]

Home
- * denotes required field
Compliance Summary
Manage NDC1/ALT ID
Addby NDC | Add by Alternate ID
NDC1* Select . Manufacturer Name* Date of First Sale*
Add Product Data Date must be in MM/DD/YYYY format
NDC2*
Update Product Data Expiration Date of Final Lot Sold
Upload Product Data NDGY! Has Brand Name? Date must be in MM/DD/YYYY format
View Submitted Drugs Generic Name*
Financial Data
Generate One Time
Password (OTP)
Strength of the Product” Add New FDA Application Numbers
Assumptions
Re-Statements FDA Approval Date” FDA Approval Type*
Help Volume per Item*
Date must be in MWDD/YYYY format
FDA Application Number/Registration FDA Application Supplement Number
Number of Number*
Items per NDC*
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: dropdown

Note: if the NDC1 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.

NDC2: 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 and 2 decimal places

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: required
alphanumeric
up to 10 characters
can have up to 2 more optional
entries by clicking on the “Add New
Application Numbers” link

FDA Approval Type: required
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 Averae Sales Price Add Product Data He|p
Home

* denotes required field
Compliance Summary

Manage NDC1/ALT ID

Add by NDC Add by Alternate ID
Product Data

NDC1*

66666 . Manufacturer Name* Date of First Sale*
Add Product Data

60172019
— TEST - New Manufacturer Date must be in MMW/DD/YYYY format
NDC2* [222

Update Product Data

Expiration Date of Final Lot Sold ‘

NDC3* |44 Date must be in MMDDAYYYY format

Upload Product Data

Has Brand Name? o
View Submitted Drugs
Generic Name* 09% NACL 250ML VIAFLO UK NP

Financial Data
Generate One Time
Password (OTP)
Assumptions Strength of the Product* Add New FDA Application Numbers
Re-Statements 1000
" FDA Approval Date* FDA Approval Type*

lelp r

05/05/2019 | 510(K)

Volums per ltem” Dale must be in MWDDAYYYY formal

10

FDA Application Number/Registration FDA Application Supplement Number
Number* "
Number of ltems \"0’37 4444
per NDC*

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
Medicare Part B Averae Sales Price Add Product Data

Home

Compliance Summary

Manage NDC1/ALT ID
Add Product Data
Update Product Data
Upload Product Data
View Submitted Drugs

Financial Data

Generate One Time
Password (OTP)

Assumptions
Re-Statements

Help

* denotes required field

Add by NDC

NDC1*

NDC2*

NDC3"

66666-2222-44 product data has been saved successfully.

Add by Alternate 1D

Manufacturer Name™

Has Brand Name?

Generic Name*

Strength of the Product” Add New FDA Application Numbers

Volume per item”

Number of items
per NDC*

FDA Approval Date"

FDA Approval Type®

ate must be in MMDDYYYY format

FDA Application Number/Registration
Number* [

FDA Application Supplement Number

Save

Help

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.

checkbox
optional

Has Brand Name?:

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 and 2 decimal places

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 10 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

Medicare Part B Averae Sales Price Add Product Data Mp_
Home
Complisnce Susmumry. * denotes required field
Manage NDC1/ALT ID
Add by NDC Add by Alternate ID
Alternate ID* 5430AMDC = Manufacturer Name* Date of First Sale® [ososz0t8
Add Product Data [TEST - Manufacturer Name by Altemate ID Date must be in MWDDIYYYY format
Update Product Data Expiration Date of Final Lot Sold J
Upload Product Data s Brai Name? = Date must be in MMWDD/YYYY format
View Submiec Drigs Generic Name* ) 0% NAI _‘w MLV K N
Generate One Time
Password (OTP)
Assumptions Strength of the Product” Add New FDA Application Numbers
Re-Statements 1000
FDA Approval Date FDA Approval Type
Help | =
Volume per ltem* ‘[‘nalc must be in MMWDO/YYYY format
100
FDA Application Number/Registration Number fDA Application Supplement Number
Number of Items ‘
per Alternate ID* 500
Save
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
Medicare Part B Averae Sales Price Add Product Data ME

Home

i
Compliance Summary 5432AMDC product data has been saved successfully.
Manage NDC1/ALT ID

Add Product Data

* denotes required field
Update Product Data

Upload Product Data
AddbyNDC  Add by Alternate ID
View Submitted Drugs

NDC1* e = Manufacturer Name* Date of First Sale” |
Financial Data Date must be in MMDD/YYYY format
NDC2' (
Generate One Time Expiration Date of Final Lot Sold ‘
Password (OTP) NDC3" [ Has Brand Name? Date must be in MWDD/YYYY format
Assumptions. Generic Name*
Re-Statements
Help
Strength of the Product” Add New FDA Application Numbers
FDA Approval Date* FDA Approval Type®
Volume per item* [ '

Date must be m MWDD/YYYY format

FDA Application Number/Registration FDA Application Supplement Number
Number of items Number* [7
per NDC* (

Save

6.2 Upload Product Data

ASP provides drug manufacturers the ability to submit Medicare 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.

The “Upload Product Data” screen displays, as shown in Figure 6-6.
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Figure 6-6: Upload Product Data Screen

Medicare Part B Average Sales Price Upload Product Data

Home

Compliance Summary

Refresh
Manage NDC1/ALT ID

Last three uploaded files

Add Product Data No data exists.
Update Product Data
Uplead Product Data
Browse for new or corrected product data
View Submitted Drugs
Financial Data Browse... | No file selected ]

Click here for acceplable file formats
Generate One Time

Password (OTP) o
ploa

Assumptions.

Re-Statements

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

£3:) Financial Data_Test 77272018 11:52 AM Microsoft Excel Comma Separated Values File

£ Product Data_Test 4/16,/2018 3:43 PM Microsoft Excel Comma 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

Medicare Part B Average Sales Price Upload Product Data

Home

Compliance Summary

Refresh
Manage NDC1/ALT ID

Add Product Data No data exists.

Update Product Data

Last three uploaded files

Upload Product Data
Browse for new or corrected product data

View Submitted Drugs

Financial Data Product Data_Test1.csv

Click here for acceptable file formats

Generate One Time

Password (OTP)
Upload

Assumptions

Re-Statements

Help

L

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.

Note: ASP offers a “Refresh” button for times when an upload takes longer to process;
the system will notify you to come back later while the status for the upload will say
“Processing.” If you want to know if the upload finished processing, you would click on
the Refresh button and the system will give the current status of the upload. When the
upload is finished, the status will say “Completed.”
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Figure 6-9: Upload Product Data Saved Successfully

Upload Product Data

Complisnce Summary
Manage HOC1/ALT 10 St
Lastihres uploadedties
At Prauct Dt ] Fim e I Uptoas ype | ptond Date stan Regorting Period
Ui Produc Dt ProouCT rs102rmsran Compietsa B
Uptoad Product Duta ProouCT 180812 107000 Compiaid EE
Vi Submites orgs ProoueT Zreosiz0ssa0 [T ErE)
Financia Data
[r————
Pasarond 77} Browse for new or corrected product data
f—
[rr—
weip
Upiomd
Report of Transmitted Druge via File Upload
Usioas Date 29181031 1551230
[P — ‘
(Srwing a1 v Pravo Tes 1 Lo et |
Orug s [r——— Genera ersna name) svengn o | wniume per | smber of | Oste et irst | expuaon | ron | conapp e | roaseppe| ron srans
Froduct | e Saie | Duwed | Asprevat
Fnaltot | e Tate
o
seee 123401 TEST - NEW MANUFACTURER onaez Imgi | Gmi 100 | casiaoes B | s | smo | taressos Oute Uplomdnd
ee88e-234501 TEST - NEW MANUFACTURER DROCS4S 00m3 | [ 100 osnangse woa | z0m0s ™ Tesnsrese | Data Uplonded
seseereseor TEST - MW MANUFACTURER oRooses Vo " 100 | osnanmee woa | auees n | esisame
000488701 TEST - NEW MANUFACTURER DRGOZ4E |Nwwvrl. 18 m 100 oTnangse NDA | 2000 120 | |
cosensanir TEST . NEW MANUFACTURER oncozes oo | am 10| ovecanm woa | mes | e
00000-0789-08 TEST - NEW MANUFACTURER DRG0Z4D 100unitzml | Iml 800 08022000 NDA | 20003 120 Cuta Usioaded
cosmnTss01 TEST . NEW MANURACTURER oncosa =oamg 100 | oarazane woa | zm « Erap—
cesesorzzn TEST - NEW MAMURACTURER oraozss 20me 10| oserzam wa | mm B Guts Uptonded
(Sring a1 i Praves ot ¥ oo Pt )
e E &
. . . . “« 9 - .
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 0. To be certain of file
. . “ . . HH
column formatting, click on the “Click here for acceptable file formats” link, or follow the
criteria below.
1 tH . H H
5. Open the “Upload Product” file, as shown in Figure 6-10.
Figure 6-10: Upload Product File
AL M Fe | Manufacturer's Name
A B c D E F G H I J K L M N o P Q R s T u v
1 [Manufact]NDc1  NDC2 NDE3 Alternatel Generic N Brand Nar Strength ¢ Volume P Number o Expiratior Date of Firs FDA Appli FDA Appli FDA Appri Additiona Additiona Additiana Additiona FDA Approval Date
2 [EiC 647 7140 1 DRG0032 2mg/ml 5ml 1 2/1/2005 103575 5110 BLA 12/16/2003
3 |Elc 647 7501 1 DRGO544 200 MG 1 1 5/16/1996 20509 70 NDA 5/15/1996
4 [ELC 647 7502 1 DRG0544 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 20563 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/r3 ml H 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 DRG0294 210 MG 1 1 3/1/2010 22173 14 NDA 12/11/2009
10 [ELC 647 7636 11 DRG0294 300 MG 1 1 3/1/2010 22173 14 NDA 12/11/2009
11 [ELe 647 7637 11 DRG0294 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 DRG0216 1mg 1 1 2/22/1999 20928 44 NDA 9/11/1998
14 [ELC 647 8215 1 DRG0246 100units/r 10 mi 1 7/1/1983 18780 138 NDA 10/28/1982
15 [ELe 647 8215 17 DRG0246 100units/r3 ml 1 1/4/2010 18780 138 NDA 10/28/1982
16 |ELC 647 8215 91 DRG0246 100units/r 10 mi 1 8/16/2010 18730 138 NDA 10/28/1982
17 |ELC 647 8315 17 DRG0246 100units/t 3 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 |ELe 647 8725 359 DRG0245 100units/r3 ml 5 11/9/1998 20563 126 NDA 6/14/1996
20 [BMSsC 648 293 H DRG0384 40mg/ml 1 1 9/30/1990 14901 NDA 2/1/1965
21 |BMSC 648 293 20 DRG0384 40mg/ml 5 1 9/30/1990 14901 NDA 2/1/1965
22 [BMsC 648 293 22 DRG0384 40mg/ml 10 1 9/30/1990 14901 NDA 2/1/1965
23 [pMsC 648 371 13 DRG0074 250mg 1 1 6/27/2011 125288 BLA 6/15/2011
24 [BMSC 648 494 20 DRG0384 10mg/ml H 1 9/30/1990 12041 NDA 1/4/1960
25 |BMSC 648 2187 10 DRG0031 250mg. 1 1 2/9/2006 125118 BLA 12/23/2005
26 |BMSC 648 2327 11 DRG0563 smg/ml 10 1 4/6/2011 125377 BLA 3/25/2011
27 [BMsc 648 2328 2 DRGOS63 smg/ml 40 1 4/6/2011 125377 BLA 3/25/2011
28 [GNTHI 649 188 9 DRG0232 3MG/3ML [} 1 3/2/2006 21858 NDA 1/6/2006
29 |GNTHI 649 191 9 DRG0233 3MG/3ML ] 1 3/2/2006 21859 NDA 1/6/2006
30 |GNTHI 649 259 1 DRG0465 250 MG. C. 0 100 6/12/1995 50722 NDA 5/3/1995
31 [GNTHI 649 259 5 DRGD465 250 MG. C ] 1440 6/12/1995 50722 NDA 5/3/1995
32 [GNTHI 649 259 a3 DRG0465 250 MG. €. [} 500 6/12/1995 50722 NDA 5/3/1995
33 [GNTHI 649 260 1 DRGD465 S00MG TA ] 100 8/12/1997 50723 NDA 6/19/1997
34 |GNTHI 649 260 43 DRG0465 500MG TA 0 500 8/12/1997 50723 NDA 6/19/1997
35 [GNTHI 649 261 29 DRGD465 175ML ML ] 175 5/10/1998 50753 NDA 10/1/1998
36 [GNTHI 649 1100 20 DRG0489 150 MG TA [} 60 5/15/1998 20896 NDA 4/30/1998
T na 1101 sn necntea snoncTA n 120 s/15/10a8 n2a moA Afanfaas
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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

A E al 2] E F
ManufactiNDC1 X Cut Alternatel Generic N Bra
ELC 6z Copy DRGO032
ELC 6 hD Paste Options: DRG0544
ELC & o DRGO544
ELC 6 O DRG0245
ELC & Paste Special... DRG0245
ELC R DRG0245
ELC & DRGO579
ELC 6 Do DRG0234
ELC 5 Clear Contents DRG0294
ELC 6 Format Cells... DRG0294
ELC 6 ) DRGO579
ElC 6- Column Width... DRG0216
ELC g  Hide DRGD246
ELC & Unhide DRGO246
ELC 64rs 8215 91 DRGO246
ELC 647 8315 17 DRGO246
Cli RAT acnt 1 NRCAJAR

Figure 6-12: Upload Product Data Format Cells Window

Format Cells ? *
e & Cen
Mumber Alignment Font Border Fill Protection
Lategary:
General Sample
Mumber NDC1
Currency |
'y it . a
D';i:“" ing Decimal places: |2 = folume
Time ] use 1000 Separator () ml
Percentage
Fraction MNegative numbers:
Scientiic L2sa0 |
Text 1234.10 0 ml [:
Speaial (1234,10)
Custom 1234, gl
'ml
Mumber is used for general display of numbers. Currency and Accounting offer specialized formatting for
monetary value. o0ml
'ml
0ml
'ml
ELC o047 8725 29 DRG0245 100units/i3 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 Os (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

Mumber Alignment

Category:
General
Mumber
Currency
Accounting
Date
Timie
Percentage
Fraction
Saentific
Text

SEecnal

20 |BMSC 648

19 | ELC | 647

Font

Sample

NDC1

Iype:
ooood

General

0

0.

00

# ##0

# #2000

Border

w ol )(w =20
# ##0 )p[Red)(===0)

# 220.00_);(# #20.00)

Fill

# ##0.00_)-[Red](* #20,00)
$&. 220 (5%, #20)

$2 w20 ) [Red](S¥ 2#0)

8725

293

59
5

Type the number format code, using one of the existing codes as a starting point.

? *
e & Center - ‘.f- -
Protection
I
| ]
folume P Number o E
rml 1
s 1 1
1 1
oml 1
ml 1
ml 5
1 1
1 1
bt 1 1
Delete 1 1
1 1
1 1
oml 1
ml I’\\S 1
oml 1
ml 1
cancel | g 1
DRG0245 100units/i3 ml 5
DRGOD384 4Dmg,"m| 1 1

Note: For the Number of ltems Per NDC column, select “Number” ensure the “Decimal
places” field is set to 2, and then click on the OK button. Repeat from Step 6 for any
other column changes, as shown in Figure 6-14.
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Figure 6-14: Upload Product Data Format Cells Custom Editing Example

Format Cells ? ot
Number Alignment Font Border Fill Protection

Category:

General Sample

Mumber of ltems Per NDC

Currency

Accounting ! . -

Date Decimal places: | 2 -

Time [] Use 1000 Separator [)

Percentage

Fraction Megative numbers:

Scientific Liss0

Text 123410

special (1234.10)

Custom [1234.10)

Mumber is used for general display of numbers. Currency and Accounting offer specialized
formatting for monetary value.

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

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

o 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 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 6-15: Upload Product Data Format Cells Date Custom Editing Example

A al
Format Cells ? *
Mumber Alignment Font Border Fill Protection |
Category:
General Sample
Number Date of First Sale
Currency 0
Accounting Type: |
Date ) DA Ap
Time _ mmy/dd/yyyy A
Percentage $2 220 ) (5¢ 220) e
Fraction $#,##0_{Red](5% ##0) DA
Saentific $2 220,00 ).(5= 220.00) DA
Text $= 220,00 ). [Red)($2 #20.00) DA
Speaal 0%
coom . DA
0.00E+00 DA
#20.0E+0
# DA
#nm DA
vy 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 0
through 8 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 6-16.
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Figure 6-16: Update Product Data Screen

Medicare Part B Average Sales Price Update Product Data Help
Home

* denotes required field
Compliance Summary

Manage NDC1/ALT ID
Update by NG Update by Alternate ID

Product Data .
Select Drug Identifier | seect . Manufacturer Name* [ Date of First Sale’

Add Product Data

hos Brasid Maia? Date must be in MWDD/YYYY format
las Brand Name'

Update Product Data Expiration Date of Final Lot Sold

Generic Name*

Date must be in MM/DD/YYYY format
Upload Product Data
View Submitted Drugs
Financial Data
Generate One Time Strength of the Add New FDA Apglication Numbers
Password (OTP) Product”
Assumptions FDA Approval Date* FDA Approval Type*
Select
Re-Statements Volume Per ftem* Date mustbe i MWDOYYYY format
Help
FDA Application Number/Registration FDA Application Supplement Number
Number* r
Number of items ﬁ
per NDC*

2. To update fields by NDC, select the “Update by NDC” tab.
Note: To update fields by Alternate ID, go to step 6.
3. Select Drug Identifier: dropdown menu
required

All of the fields automatically populate, as shown in Figure 6-17.

Figure 6-17: Update Product Data Screen, Update by NDC Tab Fields Populated

Medicare Part B Average Sales Price Update Product Data Help

Home

" denotes required neld
Compliance Summary

Manage NDC1/ALTID

Update by NDC | Update by Alternate ID Manufacturer Name*  [TEST - NEW MANUFACTURER Date of First Sale” [osr0172018
Select Drug Identifier | 56565222244 . Has Brand Name? o
Add Product Data Expiration Date of Final Lot Sold |
Update Product Data Ganasia Hams™ 0 9% NACL 250ML VIAFLO UK NP - Date must be in MM/DDAYYYY format
Upload Product Data
View Submitted Drugs
Financial Data Strength of the Add New FDA Application Numbers
Product”
Time
Password (OTP) 1000 FDA Approval Date™ FDA Approval Type”
. 0510572019 510(K)
Assumptions

Date must be in MMWDDAYYYY format

. Volume Per item™

0 FDA Application Number/Registration Number" FDA Application Supplement Number

4444

Help

Number of ltems.
per NDC* 2.00

UPDATE

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

User Manual Version 2.3 46 Medicare Part B Drug Average Sales Price (ASP)



CMS XLC

Product Data

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 and 2 decimal places

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

FDA Approval Type: required
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.
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 NDC Saved Successfully

Medicare Part B Average Sales Price Update Product Data
Home

Compli s
ompliance Summary 66666-2222-44 Product updated successfully.
Manage NDC1/ALT ID

Add Product Data

* denctes required field
Update Product Data
Upload Product Data

Update by NOC | Update by Alternate ID
View Submitted Drugs

Select Drug Identifier” Manufacturer Name*  [TEST - NEW MANUFACTURER Date of First Sale” 060112018
=] Date must be in MM/OD/YYYY format

Has Brand Name? o
Generate One Time.

Expiration Date of Final Lot Sold [
Password (OTP)

Generic Name™ 09% NACL 250ML VIAFLO UK NP i Date must be in MM/DD/YYYY format

Assumptions.
Re-Statements
Help

Strength of the Add New FDA Application Numbers

Product*

1000 FDA Approval Date* FDA Approval Type*

l0si0s2019 510(K

Date must be in MWDDYYYY format
Volume Per ltem*

0 FDA Application NumberiRegistration Number* FDA Application Supplement Number

4444

Number of items

per NDC* o

UPDATE

6. 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

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
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Number of Items per Alternate ID: numeric
required
up to 9 digits and 2 decimal places

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

FDA Application Number/Registration Number: optional

FDA Approval Type: optional

FDA Application Supplement Number: optional

dropdown list

alphanumeric

up to 10 characters

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

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 6-19.

Figure 6-19: Update Product Data Screen — Update by Alternate ID Updated Successfully

Medicare Part BAverae Sales Price

Home

Compliance Summary

Manage NDC1/ALT ID
Add Product Data
Update Product Data
Upioad Product Data
View Submitted Drugs

Financial Data

Generate One Time
Password (OTP)

Assumptions
Re-Statements.

Help

* denotes required field

Update by NDC | Update by Alternate ID

Alternate ID*

Strength of the
Product*

1000

Volume Per tem*
100

Number of Items.
per Alternate ID*

2.00

Update Product Data

6432AMDC Product updated successfully.

Manufacturer Name*
Has Brand Name?

Generic Name*

Add New FDA Apphication Numbers

FDA Approval Date

Date must be in MWDOAYYYY format

FDA Application Number

ST - MANUFACTURER NAME BY ALTE Date of First Sale* 050572018

Date must be in MMWDD/YYYY format

Expiration Date of Final Lot Sold [

0 9% NACL 250ML VIAFLO UK . = Date must be in MMWDD/YYYY format

FDA Approval Type

Select

FDA Application Supplement Number

UPDATE
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6.4 View Submitted Drugs

Drug manufacturers have the ability to view drug data that have 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 6-20.

Figure 6-20: View Submitted Drugs Screen

=)

Medicare Part B Average Sales Price View Submitted Drugs H
Home
Compliance Summary | pata being submitted for: Q1 2019
Ma NDC1/ALTID
nge Drug Identifier: Search
Add Product Data [Showing ail 4 resuts. Previous First 1 Last Next
Update Product Data Drug Identifier Generic (Brand Name) Manufacturer's  Number of ASP. Wholesale Number of Cap Status.
AsP units. Cost | Units

Upload Product Data T 1

32334-9029-11 CINACALCET (Sensipar®) PENDING
View Submitted Drugs

32334-9029- INA T ® PENDIN
Frarchiret 2334-9029-22 CINACALCET (Sensipar®) ENDING
Oanerits One Thive 32334-9029-22 09% NACL 250ML VIAFLO UK NP PENDING
Password (OTP)

32334-9029-33 CINACALCET (Sensipar®) PENDING
Assumptions

[Shm/mg all 4 resuits. Previous First 1 Last Next
Re-Statements
0

) Erpat @ | =

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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7. 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 the drug manufacturer the ability to submit Medicare 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. Click on Financial Data from the menu on the left side of the screen, and then click on
Add/Edit Financial Data.

The “Add/Edit Financial Data” page displays a listing of the drugs, as shown in Figure 7-
1.

Figure 7-1: Add/Edit Financial Data Screen

Medicare Part B Average Sales Price Add/Edit Financial Data

Home

Data being submitted for: Q1 2019
Compliance Summary

Manage NDCY/ALTID | Drug!dentifier: [ | seamn

Product Data

\shomng all 4 results. Previous First 1 Last Next

Drug Identifier | Generic (Brand Name) Manufacturer's  Number of ASP Wholesale Number of Cap Status View Details.
P e

Add/Edit Financial Data l 1 Asl u Cost' | Units ‘

Upload Financial Data 32334-9029-11 CINACALCET (Sensipar®) l l [ I PENDING Product
Generate One Time 32334-9029-22 CINACALCET (Sensipar®) [ [ [ [ PENDING Product
Password (OTP)

32334-9029-22 0 9% NACL 250ML VIAFLO UK NP l l l I PENDING Product
Assumptions
Re-Statements 32334-9029-33 CINACALCET (Sensipar®) [ [ I I PENDING Product
Help \ Showing all 4 results. Previous First 1 Last Next T
Export |

Save Financial Data

2. 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 Identifier” field, and click on the Search button to filter the results.

3. 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., XXXXXXXXXX. 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.,
XXXXXXXXX X 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.,
XXXXXXXXK.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 Averae Sales Price Add/Edit Financial Data
s Data being submitted for: Q1 2019
Compliance Summary
Manage NDC1/ALT ID Dmgldenuﬁor:[— Search
Product Data Ishom’ng all 4 results. Previous First 1 Last Next ]
Drug Identifier Generic (Brand Name) Manufacturer's  Number of ASP Wholesale Number of Cap Status View Details.
Add/Edit Financial Data ‘ I e Ui hnis | S ‘
Upload Financial Data 32394:9029-11 CINACALCET (Sensipar®) [ 12222 [ e0.222 [ 13999 [ 12222 PENDING Product
Generate One Time 32334-9029-22 CINACALCET (Sensipar®) I I l ] PENDING Product
Password (OTP)
e 32334-9029-22 09% NACL 250ML VIAFLO UK NP [ [ [ [ PENDING Product
Re-Statements 32334-9029-33 CINACALCET (Sensipar®) l I l ] PENDING Product
Help Showing all 4 results. Previous First 1 Last Next
Export @?‘L e
Save Financial Data
4. Click on the Save Financial Data button to add/update the Drug ldentifier 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.
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Figure 7-3: Add/Edit Financial Data Screen - Financial Data Saved

Al

Medicare Part B Averae Sales Price

dd/Edit Financial Data

Home

Compliance Summary
Manage NDC1/ALT ID

Product Data

Data being submitted for: Q1 2019
Add/Edit Fi Data Drug Identifier: Search

Financial data saved

Upload Financial Data
JEONCEIENCE S [shw/lngalldresuns

Previous First 1 Last Next

g::w":a‘?;';;m Drug dentifier Generic (Brand Name) l mqq;.:mrs uunm ASP ] wmusa:“r mﬂqrm cap Status ‘ View Details
Assumptions 32334-9029-11 CINACALCET (Sensipar®) [T12222 | |[ o0 sz [ 13999 7 | : 12 ézvz SAED Broduct
Bu Statoroorts 32334-9029-22 CINACALCET (Sensipar®) ( | ( ( PENDING Broduct
e 32334-5029-22 09% NACL 250ML VIAFLO UK NP [ | [ [ PENDING Produst
32334-9029-33 CINACALCET (Sensipar®) ( [ ( I PENDING Product

Showing all 4 resuits.

Previous First 1 Last Next

Export @ = Eﬂ

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 display, as shown in Figure 7-4.

Figure 7-4: Add/Edit Financial Data Screen - Selected Financial Data

Add/Edit Financial Data

Medicare Part B Averae Sales Price

Home
Data being submitted for: Q1 2019
Compliance Summary
Manage NDC/ALT D Drug Identifier: Search
Product Data (Showing ai 4 resuts Previous First 1 Last Next
Drug Identifier Generic (Brand Name) | Manufacturer's | Number of ASP ' Wholesale Numberof Cap. | Status l View Details
Upload Financial Data IS CINACALCET (Sensipar®) [2222 ||[ w0222 (S [ 12222 SAVED Product
Generate One Time Product Details for Drug 32334-9029-11
Password (OTP)
Assumptions Manufacturer's Generic Strength of | Volume | Number of items Date of | Expiration Date of FDA FDA FDA | FDA
Name (Brand Name) | Product | peritem | per NDC/AMD | FirstSale | FinalLotSold | Approval | Approval |App#| Supp
Re-Statements Date Type #
Help TEMINC CINACALCET | 60 mg/per 1212 6 11/13/2016 11/11/2016 NDA 6666 [}
(Sensipar®) tablet
32334-9029-22 CINACALCET (Sensipar®) I I ( [ PENDING Product
32334-9028-22 09% NACL 250ML VIAFLO UK NP l I [ I PENDING Product
32334-9029-33 CINACALCET (Sensipar®) I | [ [ PENDING Product
[Showing all 4 resuits. Previous First 1 Last Next
= X
Export @ Y g
Save Financial Data

7.2 Upload Financial Data

ASP provides the drug manufacturer the ability to submit Medicare 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.
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The “Upload Financial Data” screen displays, as shown in Figure 7-5.

Figure 7-5: Upload Financial Data Screen

Medicare Part B Average Sales Price Upload Financial Data

Home

Compliance Summary | pata being submitted for: @1 2019
Manage NDC1/ALTID

Product Data

Refresh
Financial Data E

Last three uploaded files
Add/Edit Financial Data

Upload Financial Data No data exists.

Generate One Time
Password (OTP)

Assumptions Browse for new or corrected financial data

Re-Statements f
[ Browse... | 1o tie sesectea
Click here for acceptable file formats

Help

Upload

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

£1:] Financial Data_Test 12/23/2016 452 PM Microsoft Excel Comma Separated Values File

£:] Product Data_Test 4/16/2018 3:43 PM Microsoft Excel Comma Separated Values File

3. Select a file 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

Compliance Summary | nata being submitted for: Q1 2019
Manage NDSTALT ID
Product Data

Refresh

Last three uploaded files

Add/Edlt Financial Data
Upload Financial Data No data exists.
Generate One Time

Fassword (OTF)

Assumptiens.

Re-Statements

Halp

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.

Note: ASP offers a “Refresh” button for times when an upload takes longer to process;
the system will notify you to come back later while the status for the upload will say
“Processing.” If you want to know if the upload finished processing, you would click on
the Refresh button and the system will give the current status of the upload. When the
upload is finished, the status will say “Completed.”
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Figure 7-8: Upload Financial Data Saved Successfully

Medicare Part B Ab‘eme Sales Price

Upload Financial Data

Home
e Retresh
i L Last threa uploaded files
Product Data File Hame upioad Type uploaa Date st Reporting Pariod
Financil Data_Testt cse FINANCAL 2019.05.23 1430420 Completed a1 2019
AddEdi Financlal Dot Browse for new or corrected financial data
Upload Fimancial Data
Generats One Tme
Password (OTP)
Assumptions =
Re-Statements
jisle Report of Transmitted Drugs via File Upload
Upload Dater2016-05-25 14:30.420
Data being submited for: 01 2019
147 out of 150 financial ¢ata nas been saved succasstuy.
Showng 1 -20 of 158 results Prevous First1.2.3.4.5.6.7.8 Last_Next |
Orug igentiier Generic (Brand tams) Manufacturars ASP | Numbar of ASP units | Wholesale Asquisition | Humber of Gap Units status
cost |
e6005-7516-5 DRou245 tm 21812820 201520 s4949.000 Boih KOC ana Aiemate
1D are present
e6008-2167-10 DRG0031 262% 278817 478 w8740 foth NOC and Attermate
10 ave present,
6005714001 DRG00I o 19620020 73100 Data Uploaced
6005750101 DRGOSM wn %100 148190 Data Uploaced

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 Financial” file, as shown in Figure 7-9.

Figure 7-9: Upload Financial Data File

Al v £ || Manufacturer's Name
A B c ) E F G H ! ] K L M N =]
1 [ManufactINDC1  NDC2  NDC3  AlternatelGeneric N Brand Nar Manufact: Number o Wholesal¢ Number of Cap Units Excluded
2 [EC 647 7130 1 DRGO032 967644.6 19639.02 7731
3 [ElC 647 7501 1 DRGO544 145.23 90.1 14819
4 |EC 647 7502 1 DRGO544 398.71 5.23E+09
5 |ELC 647 7510 1 DRG0245 104.65 3.21E+09 130
6 ELC 647 7510 17 DRG0245 17.18 329708.2 29
7 JEC 647 7516 59 73287278 DRGO245 20643 21812.82 24152 44949
8 |ELC 647 7623 1 DRGO579 2739.25 76487.88 2818.75
9 |ElC 647 7635 1 DRG0294 545.37  224.88 5565 0
10|ELC G*2372  DRGO0234 779.1  2197.76 795 -1
11ELC 647 7637 1 DRG0294 105113 151229 1073.25 2
12 |ELC 647 7640 DRGO579 546.94 -7 563.75 hh
13 |ELC 647 8031 1 DRGO216 13575 213207.3  138.98
14ELC 647 8215 1 DRG0245 4612 229545.6 704
15 |ELC 92382727 DRGO246 4.66 455360.2 2112 1E+09
16 |ELC 647 8215 51 DRG0245 17.69 0 1815
17 |ELC 647 8315 7 DRG0246 6.01 76992.82
18 |ELC 647 8501 DRG0245 565.89 79204.13 704
19 |ELC 647 8725 59 DRG0245 0 0 20785
20 |BMSC 648 293 5 DRG0384 8.042 781947.7 855
21 |BMSsC 648 20 DRG0384 39.447 1486756  43.39
22 |BMSC 648 293 28 DRG0384 0 2365815 64.8
23 |BMSC 648 371 13 DRGO074 897.76  2657.74 923
24 |BMSC DRG0384 9.767 142772.6  11.04
25 |BMSC 648 2187 10 68329828 DRGO031 528256 275517.5 59574
26 |BMSC 648 2327 11 DRGO563 5304116 4150.718 6000
27 |BMsC 648 2228 2 DRGO563 23616.52 0 24000
28 |GNTHI 649 188 E] DRG0232 0 0 439.16
20 |GNTHI 649 191 E] DRG0233 223.789 5110 43916
30 |GNTHI 649 259 1 DRGO465 0 26631 43916
31 |GNTHI 649 259 5 DRG0465 7648.63 181 7942.81
32 |GNTHI 649 259 23 DRGO465 2647.225 1682 7942.81
33 |GNTHI 649 260 1 DRG0465 1061557 18168 1103.17
34 |GNTHI 649 260 3 DRGO465 5275.052 1461 5515.84
35 |GNTHI 649 261 2 DRGO465 882.067 11362  908.85
36 |GNTHI 649 1100 20 DRGO489 502.218 6880 527.72
37 |GNTHI 649 1101 50 DRG0489 3341122 54671 3517.67

6. To reformat a column, right-click on a column header.

The “Column Editing” dropdown displays, as shown in Figure 7-10.
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Figure 7-10: Upload Financial Data Column Editing Dropdown

7. Select “Format Cells.”

b

B

NDc1 | b

| Ey
I
|

1
1
1
1
1
1
1
1
1

b4!|
647

=
Cut

Copy

)

Paste Options:

1111

]

Paste Special...

Insert

Delete

Clear Contents

Format Cells...

Column Width...

Hide

Unhide
8215
8315

91
17

E
Alternatel G

73287278

G*2372

52382727

[ Bl e Bl R e o B B e B e B Bl Bl B o R B B e R ]

The “Format Cells” window displays, as shown in Figure 7-11.

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

Format Cells

Number

Category
General

Currency
Accounting
Date

Time
Percentage
Fraction
Scientific
Text
spedial
Custom

gELC
0 |BMSC
1|BMSC

Alignment

647
648
648

Font

sample

NDC1

Decimal places: |2

Border Fill

[[] use 1000 separator ()

Negative

numbers:

Protection

? X |

-1234.10

(1234.10)

8725
293

59
5
20

Number is used for general display of numbers. Currency and Accounting offer specialized formatting for
monetary value.

DRG0245
DRG0384
DRG0384

e & Center ~

lumber o Wi

19639.02
90.1
398.71
3.21E+03
329708.2
21812.82
76487.84
224.88
2197.76
1512.29
-7
213207.3
229545.6
455360.2
0
76992.82
79204.13
[t}

8.042 781947.7
39.447 148675.6

ol

8. Make the following changes in the “Type” field 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 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
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Figure 7-12: Upload Financial Data Format Cells Number Custom Editing Example

Format Cells

Number Alignment Font Border Fill Protection

Category:
General Sample
Number NDC1
Currency
Accounting Type:
Date
Time
Percentage General
Fraction
Scaientific
Text

00000

SEENI

$3 520 ) [Red](5# #20)
Type the number format code, using one of the existing codes as a starting point.
ELC 647 8725 59 DRG0245
BMSC 648 293 5 DRG0384

? X [
e & Center ~

|

iumber o Wh

19639.02

- 90.1
398.71 5.2

3.21E+09

329708.2
21812.82 2
76487.84 28

224.88

2197.76
Delete 1512.29 1
-7 5
213207.3 1

229545.6

455360.2

0

76992.82

Cancel 79204.13
o 0 2

8.042 781%47.7

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

: — — s Er—— | 0 - I_
Format Cells ? *
o0 Con
5.0 .
Mumber Alignment Font Border Fill Protection or
]
Lategary:
General Sample
Manufacturer's Average Sales price
Currency L
— A t 2 -
D';i:”" ng Decimal places: | 3 = Zap Units
I | Time (] use 1000 Separator ()
i Percentage
Fraction MNegative numbers:
B | Scientific
5 Text
Speaal
] Custom
i
i]
il
il
P
1] Mumber is used for general display of numbers. Currency and Accounting offer specialized formatting for
b monetary value.
2
B
F25 59 DRG0245 0 0 207.85
293 5 DRGO384 8.042| 781%947.7 B.535
20 DRGO384 39.4471 148675.6 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

Medicare Part B Average Sales Price Generate One Time Password (OTP) Help
Home Please select the Manufacturer Name® :  Sgject
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 Password (OTP)
Password (OTP)
Assumptions
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 Fart 8 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
Product Data
Financial Data
Password (OTP)
Assumptions
Re-Statements

Help

All ASP submissions by an authorized submitter to CMS must be certified by an authorized certifier.
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
password to verify their identity.

Generate One Time Password (OTP)

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 Averae 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* : £.C -

Generate One Time Password (OTP)

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

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

password to verify their identity.

Generate One Time Password (OTP)

irtj1t8MSzy1iQz4xecr7A

One Time Password expires on 11/12/2018
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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

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

Enter OTP provided by your data submitter * - Verify

2. Enterthe 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)

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
are ready for certification, as shown in Figure 9-3.

Figure 9-3: Verify OTP - OTP Verified Message

Medicare Part 8 Average Sales Price Verify One Time Password (OTP)

bl OTP verified for Manufacturer name YWLT and submitter TULIM HOGGARD. You are permitted to certify data.
assword (OTP)

Cerunication
Enter OTP provided by your data submitter * : Verify

Help
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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 from the menu on the left side of the screen.

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

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

Medicare Part B Average Sales Price Assumptions Help
C:::Ilanoe Summary For Reporting Perlod: | 012019 -

Product Data -

Ganesats One Time Enter your ions / about a st below  Upload your assumptions document (.doc, docx, txt, pdf) | Assumptions

Deesword (OTF) No assumptions files exist

Re-Statements

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 Averae Sales Price Assumptions He|

Home

Compliancs Summary For Reporting Period: 12019 ~
Manage NDC1/ALT ID Manufacturer Name: vwiT +
Product Data

Financial Data

Generate One Time Enter your 1 its about a ission below Upload your assumptions document (.doc,.docx,.txt, pdf) Assumptions.

Password (OTP)

Re-Statements

No assumptions 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 HEl
Home
Manage NDC1/ALT ID Manufacturer Name: ywiT ~
Financial Data
Generate One Time Enter your assumptions / comments about a submission below Upload your assumptions document (.doc,.docx,.txt,. pdf) Assumptions
Password (OTP)
| This is an assumptions/comments test
Help
Submit
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 Average Sales Price Assumptions He|
Home

Compliance Summary | For Reporting Period: a1 2010 -

Manage NDC1/ALT ID Manufacturer Name:  vwiT ~
Product Data
Financial Data
Successfully saved assumptions.

Generate One Time
Password (OTP)

Re-Statements.

Enter your ions / abouta 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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Assumptions

Figure 10-5: File Directory Window

| Test Upload Files 11/8/2017 10:59 AM  File folder
=] Assumptions.docx 2/2/201810:39 AM Microsoft Word D... 12 KB
- FinanceTestl.cov 2/17/2017 11:59 AM  Microsoft Excel C... TKB
=) FinanceTest2.csv 2/17/2007 1203 PM  Microsoft Excel C... TEKEB
- FinanceTest3.cov 0/19/2017 2:35 PM Microsoft Excel C... 8 KB
B:) MewProductTestl .csv 9/18/2017 11:01 AM  Microsoft Excel C... 11 KB
B:) NewProductTest2.csv 0/18/2017 10:50 AM  Microsoft Excel C... 11 KB
B:) MewProductTest3.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 Average Sales Price Assumptions

Home
For Period: 12019 ~

r

Manage NDC1/ALT ID Manufacturer Name:  vywiT +

Product Data
Financial Data
Successfully saved assumptions.

Generate One Time
Password (OTP)

Re-Statements.
abouta below  Upload your assumptions document (.doc,.docx, txt,pdf)  Assumptions

Enter your i
Help

Browse...  No file selected

Submit

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 ASSUmPtiO"S

Home

Compliance Summary | For Reporting Period: | 05 5019 +

Manage NDC1/ALT ID Manutacturer Name: vwLT ~

Product Data
Financial Data
Generate One Time Enter your 1 about a ission below  Upload your assumptions document (.doc,.docx,.txt.pdf) | Assumptions |
Password (OTP) R
- File Name Upload Date File Uploaded User
USER ENTRY ASSUMPTIONS 2019-03-28 11.53.23 403 03/28/2019 11:53:24 TULIM HOGGARD
Re-Statements.
Assumptions. docx 03/28/2019 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

Assumptions

Medicare Part EAVEI'EE Sales Price

Home

Variy Orm T For Reporting Period: 0112019 -
Lassword {TF) Manufacturer Name: Seiect -

Drug Cortification
Assumplions N
Enter your assumptions / comments about a submission below  Upload your assumptions document (.doc, docx.txt.pdf)  Assumptions

Help
Mo assumptions files exist

Select the desired reporting period from the “For Reporting Period” dropdown list and

2.
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
:::':Q:lg::l For Reporting Period:| 012019 =
Comilutln S N T
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

Medicare Part B Average Sales Price

Home
verty one T For Reporting Period: (11 2019 «
Password fOTR) Manufacturer Name: .1 -

Certification

Drug Centfication
Assumptions .
Enter your {comments abouta below | Upload your assumptions document {.doc,.docx. txt.pdf)  Assumptions

Help
This is an assumptionsicomments test message

Submit
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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
Medicare Part B Average Sales Price Assumptions
:-:r:o:;(gm For Reporting Period: Q12013 ~

Drug Centification
Assumptions. Successtully saved assumptions. ‘

Help

Enter your r ts about a below | Upicad your document (.00c, OCK,.1x1,.pdf )

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 opens, as shown in Figure 10-12.

Figure 10-12: File Directory Window

. Test Upload Files 11/8/2017 10:58 AM  File folder

= Assumptions.docx 2/2/2018 10:39 AM Microsoft Word D... 12 KB
B FinanceTestl.csv 2/17/2017 11:58 AM  Microsoft Excel C... TEKEB
= FinanceTest2.cov 271772017 12:03 PM  Microsoft Excel C... TKB
= FinanceTest3.csv 9/19/2017 3:35 PM Microsoft Excel C... & KB
B:) MewProductTestl.csv 9/18/2017 11:01 AM  Microsoft Excel C... 11 KB
B:) MewProductTest2, csv 9/18/2017 10:50 AM  Microsoft Excel C... 11 KB
B:) MewProductTest3.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.

User Manual Version 2.3 66 Medicare Part B Drug Average Sales Price (ASP)



CMS XLC Assumptions

Figure 10-13: Assumptions Saved Successfully

Medicare Part BAverae Sales Price Assumptions @E
:::;’wg::(:; For Reporting Period: 012019 =
M:mww‘ Successfully saved assumptions.
Enter your assumptions | comments about a submission below  Upload your assumptions document (.doc,.docx,.txt.pdf)  Assumptions
7. Toview assumptions that have been added select a Manufacturer Name and select the
“Assumptions” tab.
The added assumptions are listed, as shown in Figure 10-14.
Figure 10-14: Assumptions Listed
Medicare Part B Averae Sales Price Assumptions @E

Verify One Time For Reporting Period:| 01 2019 ~

Password (OTP)

Certification

Drug Certification

Manutacturer Name: VT +

Assumptions
sinm Enter your assumptions / comments about a submission below  Upload your assumptions document (.doc,.docx, txt.pdf) | Assumptions
Help .
File Name ‘Uplcad Date File Uploaded User
USER ENTRY ASSUMPTIONS _2019-03-27 11.20 36 82 03/27/2019 11:20:37 GARRY SOBBERS
Assumptions gocx 03/27/2019 11:22:17 GARRY SOBBERS

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

The ASP application provides the drug manufacturers the ability to restate Medicare Part B drug
financial data to CMS. Perform the following steps to restate the drug financial data manually
using the online data entry process.

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, as shown in Figure 11-1.

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

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

Home

Comiscios Ry, Select Re-Statement Period:  sciect
Manage NDC1/ALT ID

Product Data

Financial Data

Generate One Time
Password (OTP)

Assumptions

Add/Edit Restate
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
Identifier

Medicare Part B Averae Sales Price Add/Edit Restate Financial Data

Home

CompNencs Sunnery Select Re-Statement Period: 12019
Manage NDC1/ALTID

For Reporting Period Q1 2019
Product Data

Pl 1| 66666 “ v
Financial Data lease select the Drug Identifier 2222

Generate One Time Review Re-Statement List
Password (OTP)
Assumptions
Drug Identifier Generic (Brand Name) Manufacturer's | Number of ASP |  Wholesale Number of Cap Status.
ASP* units* Acquisition Units Excluded
Add/Edit Restate Cost*
Financial Data
£6666-2222-44 0 9% NACL 250ML VIAFLO UK NP [ l I [ PENDING
Upload Restate Financial
Data
R
Help e-State

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:
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Manufacturer's ASP: numeric

must have three decimal places (i.e., XXXXXXXXXX.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.,
XXXXXXXXXX.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 Average Sales Price Add/Edit Restate Financial Data

Compliance Susmmary Select Re-Statement Period: 12010

Manage NDC1/ALT ID

For Reporting Period Q1 2019
Product Data

Financial Data Please select the Drug Identifier* : 66666200244 «

Generate One Time Review Re-Statement List
Password (OTP)

Assumptions

Drug Identifier Generic (Brand Name) | Manufacturer's | Number of ASP |  Wholesale Number of Cap Status
ASP" units” Acquisition  Units Excluded
Add/Edit Restate Cost*
Financial Data
66666-2222-44 09% NACL 250ML VIAFLO UK NP [111.111 p22222 faa.aaa paaass PENDING
Upload Restate Financial
Data
Help 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 Add/Edit Restate Financial Data Help
Home
Compliance Sumkmery Select Re-Statement Period: o1 2010
Manage NDC1/ALT ID
For Reporting Period Q1 2019
Product Data
Financial Data Please select the Drug Identifier* : 66666220244 ~
Generate One Time Review Re-Statement List
Password (OTP)
Assumptions
Financial data saved
Add/Edit Restate
Financial Data
Upload Restate Financial Drug Identifier | Generic (Brand Name) Manufacturer's | Number of ASP | Wholesale Number of Cap Status
Dt ASP* units® Acquisition  Units Excluded
Help ‘ l ceed
66666-2222-44 09% NACL 250ML VIAFLO UK NP [mm fzzzzzz f““““ p33333 RESTATE SAVED
Re-State
11.2 Upload Re-State Financial Data
ASP provides drug manufacturers the ability to restate Medicare 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, as shown in Figure 11-5.
Figure 11-5: Upload Restate Financial Data Screen
Medicare Part B Averae Sales Price Up'oad Restate Financial Dﬂtﬂ m

Home

C b 5 —
omPliance SUMMAY | gelect Re-Statement Period: [SELECT [+
Manage NDC1/ALT ID

Product Data

Financial Data Refresh
Generate One Time Last three uploaded files
Password (OTF)
Assumptions No data exists.
AddiEdit Restate Browse for Re-Statement Financial Data File
Financial Data
Unoes e
Financlal Data
e for BOCEDtalie (e 1

Help

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

Medicare Part B Average Sales Price Upload Restate Financial Data Help
Compliance SUmMaNY | gelect Re-Statement Period: (a1 201317
Manage NDCVALT ID
::r;z?;:';ime Last three uploaded files
File Name Upioad Type Upload Date Status. Reporting Period
Proguct Data_Test1.csv RESTATE FINANCIAL 2019-05-23 14.39.04.0 Imvalid file format. Q12019
Help Upioad
3. Click on the Browse button.
The file directory opens, as shown in Figure 11-7.
Figure 11-7: File Directory Window
B=] Financial Data_Test 7272018 11:52 AM Microsoft Excel Comma Separated Values File
=) Product Data_Test 4/16/2018 3:43 PM Microsoft Excel Comma 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 Upload Restate Financial Data Help

Ci 11: S —
OMPIINCe SUMMATY | gelect Re-Statement Period: (12010~
Manage NDC1/ALT ID

Product Data

Financial Data Refresn
Generate One Time Last three uploaded files.
Password (OTF)
File Name Upload Type Upload Date Status Reporting Period

m Product Data Testt csv RESTATE FINANCIAL 2010-05-23 14:30:04.0 Invaiid fle format. a1 2019

Add/Edit Restate Browse for Re-Statement Financial Data File

Financial Data

Upload Restate Financial Data_Test1.csv

Click nere for acceptabie i form;

Financial Data

Help

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.

Note: ASP offers a “Refresh” button for times when an upload takes longer to process;
the system will notify you to come back later while the status for the upload will say
“Processing.” If you want to know if the upload finished processing, you would click on
the Refresh button and the system will give the current status of the upload. When the
upload is finished, the status will say “Completed.”
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Figure 11-9: Upload Restate Financial Data Screen - Re-Stated Financial Data Successfully

Home
Compliance Summary
Wanage NDCTALT ID
Product Data
Financial Data

Generate One Time
Password (OTF)

Medicare Part B Average Sales Py

Select Re-Statement Period: (212013 [+

Refresh

Last three uploaded files

Upload Restate Financial Data

Assumptions | File Name Upload Type Upload Date Status Reporting Period
Eingncial Data_Test.csy RESTATE FINANCIAL 2019-05-23 14:43:52.0 Completed Qi 2018
AddEait Restate Proguct Data_Test csv RESTATE FINANCIAL 2019-05-23 14:38.04.0 Invalid file format a1 2019
Financial Data
Uplosd Rew1ate Firwncial Browse for Re-Statement Financial Data File
Data
Help Browse... | No file selected
Click here for acceplable fie formats
Upload
Report of Transmitted Drugs via File Upload
Upload Date:2019-05-23 14:43:52.0
Data being submitted for: Q1 2019
147 out of 150 financial data has been saved successfully.
[Showng 1 - 20 of 158 results Provious Fust1,2.3,4.5.6, 7.0 Last Naxt
Drug Identifier Generic (Brand Name) Manufacturer’s ASP Number of ASP units | Wiholesale Acquisition | Mumber of Cap Units Status
| Cost Excluded
66995-0556-01 DRGOZ6E 16210 3080.000 18610 Data Uplaaded
66995055502 DRGO265 68850 14505.000 380 Data Uploaded
66995-0626-01 DRGO153 188 470 1967 000 202010 Data Uplaaded
66995-0698-01 DRGO0381 w730 84937 000 21380 Data Uplaaded
85,075 DRGIE a0an 51412000 11290 Data lininadad

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 6. To be certain of file
column formatting, click on the “Click here for acceptable file formats” link, or follow the
criteria below.

6. Open the “Upload Financial” file, as shown in Figure 11-10.

Figure 11-10: Upload Restate Financial Data File

Al e 5 Manufacturer's Name
A B C D E F G H | J K L M N o

1 Manufact!NDcl NDC2  NDC3  AlternatelGeneric N Brand Nar Manufacti Number 0 Wholesale Number of Cap Units Excluded
2 [EC 647 7140 1 DRGO032 967644.6 19639.02 773.1
3 |ELC 647 7501 1 DRGO544 145.23 90.1 148.19
4 |ELC 647 7502 1 DRGOS44 398.71 5.23E+09
5 |[ELC 647 7510 1 DRGO245 104.65 3.21E+09 130
6 |ELC 647 7510 17 DRG0245 17.18 329708.2 39
7 |[ELC 647 7516 59 73287278 DRG0245 206.43 21812.82 241.52 44949
8 |ELC 647 7623 1 DRGO579 2739.25 76487.84 2818.75
9 |ELC 647 7635 11 DRGO0294 54537  224.88 556.5 0
10 |ELC G*2372 DRG0294 773.1  2197.76 795 -1
11 |[ELC 647 7637 1 DRG0294 1051.13  1512.23 1073.25 2
12 |[ELC 647 7640 1 DRGO579 546.94 -7 563.75 hh
13 |ELC 647 8031 1 DRGO0216 135.75 213207.3  138.98
14 |ELC 647 8215 1 DRG0246 46.12 229545.6 70.4
15 |[ELC 92382727 DRGO246 4.66 455360.2 2112 1E+09
16 |ELC 647 8215 91 DRG0246 17.69 0 18.15
17 |ELC 647 8315 17 DRG0246 6.01 76992.82
18 |[ELC 647 8501 DRG0246 565.89 79204.13 704
19 |[ELC 647 8725 59 DRG0245 0 0 207.85
20 |BMSC 648 293 5 DRGO384 8.042 781947.7 8.55
21 |BMSC 648 20 DRGO384 39.447 148675.6 43.33
22 |BMSC 648 293 28 DRG0324 0 236581.5 64.8
23 |BMSC 648 371 13 DRGOO74 897.76 2657.74 923
24 |BMSC DRGO384 9.767 142772.6 11.04
25 | BMSC 648 2187 10 G8329828 DRGO031 528.256 275517.5 595.74
26 |BMSC 648 2327 1 DRGO563 5904.116 4150.718 6000
27 |BMSC 648 2328 2 DRGO563 23616.52 0 24000
28 |GNTHI 649 188 9 DRGO0232 [ 0  439.16
28 |GNTHI 6439 191 9 DRG0233 428.789 5110 43516
30 |GNTHI 643 259 1 DRGO465 0 26631  439.16
31 |GNTHI 649 259 5 DRGO465 7648.63 181  7942.81
32 |GNTHI 649 259 43 DRGO465 2647.225 1682 7942.81
32 |GNTHI 649 260 1 DRGO465 1061.597 18168 1103.17
34 |GNTHI 643 260 43 DRGO465 5275.052 1461 5515.84
35 |GNTHI 649 261 29 DRGO465 882.067 11362  908.85
36 |GNTHI 649 1100 20 DRG0489 502.218 6880  527.72
37 |GNTHI 649 1101 50 DRGO429 3341122 54671  3517.67

AT 4 1101 2= nocode: 51767
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7. To reformat a column, right-click on a column header.
The “Column Editing” dropdown displays, as shown in Figure 11-11.

Figure 11-11: Upload Restate Financial Data Column Editing Dropdown

B r n E

Hnpc1 db Cut Alternatel G
| By Copy D

{ "E‘ Paste Options: O
| n, 0

| =4 = o

[ Paste Special... D

| Insert 73287278 D

| 0

| Delete . o
Clear Contents G*¥2372 DO

{ Format Cells... D

| 0

! Column Width... D

i Hide | o
Unhide 92382727 D

b4/ #8215 m D
54?| 8315 17 O

8. Select “Format Cells.”

The “Format Cells” window displays, as shown in Figure 11-12.
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Figure 11-12: Upload Restate Financial Data Format Cells Number Editing

Format Cells ? *
e & Center ~
Number Alignment Font Border Fill Pratection
.
Category:
General sample
woc
Currency |
A t - ry | R
DE;Z”" ng Decimal places: |2 = lumber o W
Time [] use 1000 separator () 19639.02
Percentage 90.1
Fraction Megative numbers: 3
scentfic (1340 398.71] 5,
. 123410 3.21E+09
peca {1234.10)
Custom 1234.10 329708.2
21812.82
76487.84 1
224.88
2197.76
1512.29 1]
-7

Mumber is used for general display of numbers. Currency and Accounting offer specialized formatting for 213207.3
monetary value.

229545.6
455360.2

0

76992.82

e 79204.13

FIELC 547 8725 59 DRG0245 ) 0
o |emsc 6428 293 5 DRG0324 8.042 781947.7
1|BMsC 548 20 DRG0384 39.447 148675.6

9. Make the following changes as shown in Figure 11-13 and Figure 11-14, in the “Type”
field 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 7 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

Example:
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Figure 11-13: Upload Restate Financial Data Format Cells Number Custom Editing Example

Format Cells ? ¥
e & Center -
Number Alignment Font Border Fill Protection -
Category:
General Sample
MNumber NDC1
Currency |
Ar t vpe: |
Date I:pe'n lumber 0 Whg
Time S 19639.02
Percentage General ~
Fraction 0 0.1 ]
Scientific 0.00 398.71 5.2
Text * 40 3.21E+09
Speacial # £20.00
coom IR Ja.2
# ##0_)[Red)(# ##0) 21812.82 2
# 220,00 (= #20.00) 76487.84 28
# #%0.00_);[Red](# #20,00) .
§2 220 (5% #20) 224.88
{2 220 {Red)(§2,220) h 2197.76
Delete 1512.29 10
-7 E
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
ELC 847 8725 59 DRGO245 0 ] 2
BMSC 643 293 5 DRGO334 8.042 731947.7

Note: For Manufacturer's Average Sales Price, Number of ASP Units, Wholesale
Acquisition Cost, and Number of CAP Units Excluded, select “Number.”

o Manufacturer’s Average Sales Price: Change the number of decimal places to
“3,” click on the OK button, and repeat from Step 6 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 6 for any other column changes

o 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
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Figure 11-14: Upload Restate Financial Data Screen - Re-Stated Financial Data Successfully

; = = — e — T = T = |_
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10. 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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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 the ASP application 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 from the menu on the left side of the
screen, and then click on Drug Certification.

The “Drug Certification” screen displays, as shown in Figure 12-1.

Figure 12-1: Drug Certification Screen

Medicare Part BAverae Sales Price Drug Certification He|
Home
Choose a reporting period and a certification status
Verify One Time
Password (OTF) Certifying Data for: | @1 2019 ~ Select Option: | Drug data pending certification ~| Manufacturer Name: | View All
Drug Certfication
Assumptions Sl
Help ** dengtes product data has been modified between current and prior guarter
[Showing an 3 resuts Previous Firsi 1 Last Next
Drug Identifier Generic (Brand Name) Manufacturer's | Number of ASP Wholesale HNumber of Cap Status Drug Details Cerify
AsP units Acquisition Cost | Units Excluded | -
66895-0003-02 DRGO361 444444 333333 555555 1111 SAVED Proguct (m]
66095-0005-01 DRG0231 444,444 666 666 222222 SAVED Product o
66995-0011-03 DRG0231 666,666 555555 7 333 333 SAVED Broguct O
Showing al 3 resuts Previous First 1 Last Mext |
Resel All Chiecked Drugs  Certy Selected Data | Certity All Data

2. Select a Reporting Period from the dropdown list, a certification status, the manufacturer
name (optional), and the drug identifier (optional), and click on the Submit button.

The status for the drug information displays as “SAVED,” as shown in Figure 12-2.

Figure 12-2: Selected Drugs to be Certified

Medicare Part & Average Sales Price Drug Certification

Home

Choose a reporting period and a certification status
Varity One Time
Password (OTP) Certifying Data for: (1 2019 [+ | Select Option: [ Drug data pending certiication | Manufacturer Name: |MALREEN TEST [+

cemneren [z

Drug Certification
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[ Snowing a3 resuns Previous First 1Last Next
Drug Identifier Generic (Brand Name) Manufacturer's | Humber of ASP. Vinolesale Number of Gap Status Drug Details Certify
units Acquisition Cost | Units Excluded Cl

£6005-0003-02 DRGO3&1 424444 333 333 555 556 1 SAVED Product (m]
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[snowing a5 results Previous First 1 Last Next

Reset All Checked Drugs | | Certify Selected Data | Certify Al Data
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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 “Certify” 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

£31 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.

Figure 12-4: Drug Information Successfully Certified

Medicare Part B Average Sales Price Drug Certification
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Verity One Time
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Appendix A: Record of Changes

Table A-1: Record of Changes

Version

Author/Owner Description of Change
Number P g
1.0 03/23/2018 | Maureen Campbell | Initial Release
1.1 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.”

1.1 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
2.1 5/29/2019 Maureen Campbell | Section 5: Compliance Summary — Submitter —

replaced section; Globally: changed FDA Application
Number requirements from 9 digits to 10 digits;
replaced most screenshots to reflect the absence of
reporting period on the screens. Added Note about
the Refresh button when uploading files. Increase
Manufacture ASP and WAC digits increased from 6
to 10. Added Compliance Summary — Certifier and
Assumptions — Certifier sections.

2.2 01/10/2023 | Felicia Brown Section 1 and 2.1: revised language

2.3 01/12/2023 | Jenn Palmer Added Appendix C, updated formatting, Added
Figure 3-1 and corresponding instructions.
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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
OTP 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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1.

Appendix C: Field Definitions

Table 1 contains the field definitions for drugs and biologicals reported on
the NDC or CMS-specified unit level.

Most ASP reporting is done at the NDC level where the ASP corresponds to the amount
of drug represented by that NDC. However, for a limited number of products, reporting at
the NDC unit level is not appropriate and must be done at a CMS-specified unit level. A
list of such drug products is maintained on the CMS website at:
http://www.cms.gov/McrPartBDrugAvgSalesPrice/. For these drugs and biologicals,

manufacturers will still submit ASP sales data for an NDC, but will do so on an ASP unit
level specified in this list.

Field Name

Manufacturer's
Name

Table C-1: Field Definitions for Drugs and Biologicals

Field Definition

The reporting manufacturer's name.

11-Digit National
Drug Code (NDC1)

The NDCL1 is the first 5 digits of the 11 digit National Drug Code that identifies the labeler.

The 11 digit NDC consists of the NDC1, NDC2, and NDC3, which identifies the labeler,
product, and package size.

11-Digit National
Drug Code (NDC2)

The NDC2 is the sixth through the ninth digits of the 11 digit National Drug Code that
identifies the product.

The 11 digit NDC consists of the NDC1, NDC2, and NDC3, which identifies the labeler,
product, and package size.

11-Digit National
Drug Code (NDC3)

The NDC3 is the last 2 digits of the 11 digit National Drug Code that identifies the package
size.

The 11 digit NDC consists of the NDC1, NDC2, and NDC3, which identifies the labeler,
product, and package size.

Alternate ID

Numeric or alphanumeric alternate identifier (ex: an NHRIC or UPC number) used when an
11 digit NDC is not available.

Manufacturer's
Average Sales Price

ASP for a corresponding ASP unit rounded to 3 or more decimal places.

Acquisition Cost

(WAC)

Number of ASP .
Units The number of ASP units sold.
The WAC for a corresponding ASP unit in effect on the last day of the reporting period.
WAC is defined in Section 1847A(c)(6)(B) as “the manufacturer’s list price for the drug or
Wholesal biological to wholesalers or direct purchasers in the United States, not including prompt
olesale

pay or other discounts, rebates or reductions in price, for the most recent month for which
the information is available, as reported in wholesale price guides or other publications of
drug or biological pricing data.” CMS further clarified, in 70 FR 70221, that manufacturers
must report WAC for all single source drugs and biologicals (including new drugs) each
reporting period. Manufacturers must report the WAC in effect on the last day of the

reporting period.
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Field Name

Name of Drug or
Biological

Field Definition

The trade or brand name of the product or the active ingredient name.

Strength of the
Product

The dosage strength of one item (e.g.: 250 mg tablet, 20 mg/ml solution, 1 IU).

Volume Per Iltem

The amount in one item (ex: 10 ml in one vial, or 500 tablets in one bottle).

Number of Items Per
NDC

The number of items in the 11-digit NDC (ex: if an NDC packaged as a box contains 4
vials, the number of items per NDC is 4).

Expiration Date of
Final Lot Sold

The expiration date of the final lot sold must be reported to CMS once at the end of
utilization of the NDC or when there are no sales for three consecutive quarters. For ASP
purposes, “at the end of utilization” means the manufacturer will not make sales of that
NDC to any purchaser.

Date of First Sale

Report for NDCs first sold on or after 04/01/2006. Report at least once and no later than
with the first ASP report.

Number of CAP
Units Excluded

Beginning with the 3Q2006 reporting period, report the number of whole or fractional units
administered to a beneficiary by a Part B Drug Competitive Acquisition Program
participating physician excluded from the ASP calculation.

FDA Application
Number

The application number assigned by the Food and Drug Administration (FDA).

FDA Application
Supplement Number

The application number assigned by the Food and Drug Administration (FDA).

Additional FDA
Application

Supplement Number
#1

The application supplement number assigned by the Food and Drug Administration (FDA).

Additional FDA
Application

Number #2

The application number assigned by the Food and Drug Administration (FDA).

Additional FDA
Application
Supplement Number

The application supplement number assigned by the Food and Drug Administration (FDA).

FDA Final Pre-
Marketing Approval
Date

This is the original date that the FDA granted approval for the drug (NDA), biological (BLA),
or pre-marketing application (PMA).

FDA Approval Type

The type of FDA approval for the product.

Description of FDA
Approval Type

If Other was specified in the column ‘FDA Approval Type, please specify the type.
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2. Table 2 contains the field definitions for dermal grafting products.

Some dermal grafting products are not assigned an NDC. Instead, manufacturers identify them
using product codes, which can be catalog numbers, Universal Product Codes (UPCs), or other
unique identifiers. If an NDC is not available, the UPC or other unique identifier must be entered
in the field “Alternate ID”. Manufacturers may not convert a UPC or other alternative identifier to
an NDC format by adding zeros or removing numbers. Additionally, where the strength of a
dermal grafting product must be described in units of area, manufacturers must report in units of
square centimeters. Dermal grafting products that are sold in customized or irregularly shaped
sheets must be quantified and reported using square centimeters. Other units of measure such
as “square inches”, “each”, “sheet”, etc are not acceptable. Dermal grafting products that are
sold in powder, foam, or liquid form must be quantified and reported in metric measures such as
grams, milligrams, or milliliters.

Table C-2: Field Definitions for Dermal Grafting Products

Field Name | Field Definition

Manufacturer's

Name The reporting manufacturer's name.

The NDCL1 is the first 5 digits of the 11 digit National Drug Code that identifies the labeler.
11-Digit National . ) o N
Drug Code (NDC1) The 11 digit NDC consists of the NDC1, NDC2, and NDC3, which identifies the labeler,
product, and package size.

The NDC2 is the sixth through the ninth digits of the 11 digit National Drug Code that
11-Digit National identifies the product.

Drug Code (NDC2) | The 11 digit NDC consists of the NDC1, NDC2, and NDC3, which identifies the labeler,
product, and package size.

The NDC3 is the last 2 digits of the 11 digit National Drug Code that identifies the package

11-Digit National size.

D Code (NDC3
rug Code ( ) The 11 digit NDC consists of the NDC1, NDC2, and NDC3, which identifies the labeler,

product, and package size.

Numeric or alphanumeric alternate identifier (ex: an NHRIC number or UPC) used when an

Alternate 1D 11 digit NDC is not available.
ASP rounded to 3 or more decimal places.
Manufacturer's Report the ASP per package, as identified by the NDC or alternate 1D (ex: for an NDC or
Average Sales Price | alterate ID that represents a box of five 2 cm x 3cm grafts, report the ASP per box of
five).
Number of ASP Report the number of packages sold (ex: for an NDC or Alternate ID that represents a box
Units of five 2 cm x 3cm grafts, report the number of boxes sold).
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Field Name

Wholesale
Acquisition Cost

(WAC)

Field Definition

The WAC in effect on the last day of the reporting period. Report the WAC per package.

WAC is defined in Section 1847A(c)(6)(B) as “the manufacturer’s list price for the drug or
biological to wholesalers or direct purchasers in the United States, not including prompt
pay or other discounts, rebates or reductions in price, for the most recent month for which
the information is available, as reported in wholesale price guides or other publications of
drug or biological pricing data.” CMS further clarified, in 70 FR 70221, that manufacturers
must report WAC for all single source drugs and biologicals (including new drugs) each
reporting period. Manufacturers must report the WAC in effect on the last day of the
reporting period.

Name of Drug or
Biological

The trade or brand name of the product or the active ingredient name.

Strength of the
Product

For products sold in sheets: the total square centimeters in one item (ex: a 6cm x 8cm item
is 48 sq cm).

Volume Per ltem

Use this field for dermal grafting products that are reported in units of volume, for example
liquids. Report the volume amount in one item, include the metric unit of measurement,
such as cc or ml. Enter “1” for powders and sheets.

Number of Items Per
NDC

The number of items in the 11-digit NDC or Alternative ID (ex: for an NDC or Alternate 1D
that has 5 grafts in a package, the number of items per NDC is 5).

Expiration Date of
Final Lot Sold

The expiration date of the final lot sold must be reported to CMS once at the end of
utilization of the NDC or Alternate ID when there are no sales for three consecutive
quarters. For ASP purposes, “at the end of utilization” means the manufacturer will not
make sales of that NDC or Alternate ID to any purchaser.

Date of First Sale

Report for NDCs/Alternate IDs first sold on or after 04/01/2006. Report at least once and
no later than with the first ASP report.

Number of CAP
Units Excluded

Beginning with the 3Q2006 reporting period, report the number of whole or fractional units
administered to a beneficiary by a Part B Drug Competitive Acquisition Program
participating physician excluded from the ASP calculation.

FDA Application
Number

The application number assigned by the Food and Drug Administration (FDA).

FDA Application
Supplement Number

The application supplement number assigned by the Food and Drug Administration (FDA).

Additional FDA
Application Number
#1

The application number assigned by the Food and Drug Administration (FDA).

Additional FDA
Application

Supplement Number
#1

The application supplement number assigned by the Food and Drug Administration (FDA).
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Field Name

Additional FDA
Application Number
#2

Field Definition

The application number assigned by the Food and Drug Administration (FDA).

Additional FDA
Application

Supplement Number
#2

The application supplement number assigned by the Food and Drug Administration (FDA).

FDA Final Pre-
Marketing Approval
Date

This is the original date the FDA granted approval for the drug (NDA), biological (BLA), or
pre-marketing application (PMA).

FDA Approval Type

The type of FDA approval for the product.
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