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Introduction
Welcome to the 340B Office of Pharmacy Affairs (OPA) Information System (OPAIS). This
document provides instructions to help you learn how to use the functions of the 340B OPAIS
to which you have access.

What’s New and What’s Changed
This release of the 340B OPAIS is a major update of the system. There are important changes in
a number of major areas.
Appearance
Home Page

Data Display
Help/Reference

The system interface has been changed to make information more
user friendly.
The functions you can perform are determined by your user role. Until
you log in, you may only access the Search, Reports/Files, and Login
functions.
All tabular data displays can be sorted, filtered, and exported to
Microsoft Excel.
All materials have been consolidated in under the Help link in the page
header. The help contents are tailored to your user role. Help includes
a full-text search capability, the ability to print any individual topic, and
links to:
 HRSA 340B frequently asked questions (FAQs)
 HRSA 340B Eligibility & Registration information
 HRSA 340B Forms
 HRSA Medicaid Duplicate Discount Prohibition
 Database Notes
 Medicaid Exclusion File
 Email Notifications list
 Termination Codes
 Covered Entity Acronyms
 340B Glossary
 340B user guide (PDF) for your user role
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What You Can Do
If you are not logged into the 340B OPAIS, you will only have access to a limited selection of the
system’s capabilities. When you view the home page, you will only see the Search,
Reports/Files, and “I Am a Participant” icons. You will be able to:
Search
View Search Results
View Details
Export Search Results to
Microsoft Excel
View Reports and Files
Create a 340B User Account

Log into Your 340B User
Account

Use a variety of search criteria to search for Covered Entities (CE),
Contract Pharmacies (CP), and Manufacturers (MFR).
View a table of results that match your search criteria.
Select an individual CE, CP, or manufacturer to view its details.
Select one or more records from your search results and specify
individual fields to export to a Microsoft Excel spreadsheet.
Review and download a variety of available reports and files.
When you create an account as an Authorizing Official (AO) or Primary
Contact (PC) for a covered entity or manufacturer, the 340B system
will automatically locate and associate your existing covered entities
and contract pharmacies or labeler codes. Upon successful creation of
an account, the system will allow you to login to the application using
the credentials you registered. Logged-in users can associate
themselves to a registration as an AO or PC.
If you already have a 340B account or if you create an account and log
in as an AO or PC for a CE or manufacturer, you will have access to all
of your associated CEs and CPs or labeler codes.

2

340B OPAIS User Guide
Introduction

Data Tables
All tabular data displays in the 340B OPAIS can be sorted and filtered to make the data
displayed more manageable. Search results tables can also be exported to Microsoft Excel.

Sorting Data Tables
All tables can be sorted to make the data displayed more manageable.
1. The first time you click a column heading, the column will be highlighted and the table will
be sorted in ascending order (lowest to highest) based on the values in that column. A small
upward-pointing arrow icon will appear in the heading.

2. The second time you click the column heading, the table will be sorted in descending order
(highest to lowest) based on the values in that column. A small downward-pointing arrow
icon will appear in the heading.

3. The third time you click the column heading, the table will be returned to its original sort
order and the highlighting and arrow icon will be removed.
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Filtering Data Tables
All tables in the 340B OPAIS can be filtered using one or more columns to make the data
displayed more manageable.
Filtering Text Columns
1. Type the text you want to use as a filter in the text box below the column heading.
2. Click the funnel-shaped filter icon ( ) and select one of the following:
 NoFilter – Clear existing text and redisplay results.
 Contains – Display only results that contain the filter text.
 EqualTo – Display only results that exactly match the filter text.
 NotEqualTo – Display only results that do not match the filter text.
 IsEmpty – Display only results where the column is empty.
 NotIsEmpty – Display only results where the column is not empty.
3. The filtered table will show only those records with text that matches the filter.
Text Filtering Example – University Affiliated Radiology Clinics

Filtering Date Columns
1. Use the calendar widget to select the date.
2. Click the funnel-shaped filter icon ( ) and select one of the following:






NoFilter – Clear existing date and redisplay results.
EqualTo – Display only results that exactly match the filter date.
NotEqualTo – Display only results that do not match the filter date.
GreaterThan – Display only results with dates that are after the filter date.
LessThan – Display only results with dates that are before the filter date.
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3. The table will show only those records with dates that match your filter
Date Filtering Example – University Affiliated Radiology Clinics with Participation Start Dates Greater than 10/10/2014

Resizing Data Tables
You can change the number of rows displayed per page for any 340B data table.

1. Type the number of rows you want to view per page.
2. Click the Change button to resize the data table.
The data table will be resized to display the number of rows you specified.
Note: If you specify a number greater than the total number of rows in the data table, the system will
set the page size to match the maximum number of rows.

Page Navigation in Data Tables
The pagination controls appear above and/or below all data tables. The number of pages is
determined by the page size setting.







The first two buttons let you jump to the first page or to the previous page.
Clicking a page number (1, 2, 3, etc.) lets you jump to a particular page.
Clicking the ellipsis (…) button displays the next 10 pages.
The last two buttons let you jump to the next page or to the last page.
Typing a page number and clicking the Go button lets you jump to a particular page.
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340B OPAIS Home Page Guided Tour
The 340B OPAIS Home Page is displayed when you first access the 340B OPAIS. Initially, the only
system capabilities available to you are Search, Report/Files, and “I am a Participant,” as well
as the ability to create an account. If you are a participant, you may log in to gain access to
additional system capabilities.

Keyboard Navigation
When you first access a page in the 340B OPAIS, the focus will be on the URL of the page. As an
alternative to pointing and clicking using a mouse:



Use the Tab key to navigate through the items on a page and press the Enter key to
select an item.
On the top menu bar, use the arrow keys to select a tab and display its options and the
Enter key to select an option.
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Page Header
The page header appears at the top of the 340B OPAIS home page. It contains links to other
HHS sites.

U.S. Department of Health &
Human Services
HRSA
OPA

Select this link to go to the HHS home page at http://www.hhs.gov.
Select this link to go to the main Health Resources and Services
Administration site at http://www.hrsa.gov.
Select this link to go to the HRSA 340B OPAIS home page at
http://www.hrsa.gov/opa/.

Top Menu
Below the page header is a row of functions you can perform without logging into the 340B
OPAIS – Search, Reports/Files, and Login.




The Search feature lets you search for active covered entities, contract pharmacies, and
manufacturers. Search results can be sorted, filtered, and exported to Microsoft Excel.
You can select an entity, pharmacy, or manufacturer to view more detailed information.
The Reports/Files feature lets you download, view, and save system reports in
Microsoft Excel format. Available reports include Medicaid Exclusion Files, Contract
Pharmacy Carve-Ins, and daily activity reports for CEs and CPs.
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“What would you like to do?” Section
If you are not logged into the 340B OPAIS, you will only see the Search, Reports/Files, and I am
a Participant icons. These functions duplicate the options available from the top menu.
Search
Reports/Files

I am a Participant

Search, view, and export Covered Entity, Contract Pharmacy, and
Manufacturer information.
Access and download Medicaid Exclusion Files, Contract Pharmacy
Carve-ins, and daily activity reports for covered entities and contract
pharmacies. All files are compatible with Microsoft Excel.
Log into your existing 340B OPAIS account or create a new account.

Banner Messages
A banner message may appear beneath the navigation menu to inform you of important
information from the 340B OPAIS System Administrator.
 Info messages are displayed in blue text on a blue background.
 Warning messages are displayed in brown text on a yellow background.
 Urgent messages are displayed in red text on a pink background.
These messages only appear on the home page.
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Have Questions?
The “Have Questions?” section provides a link to the 340B Prime Vendor Program website, an
email link to the 340B Prime Vendor (Apexus Answers), and their telephone contact
information.

Page Footer
The footer on each web page provides the current date and time, the 340B Prime Vendor
Program contact information (email address and phone number) and the Office of
Management and Budget (OMB) form control number and its expiration date.

There are additional links to:










Ask Questions (comments and feedback form)
Viewers & Players (HHS plug-ins page)
HHS privacy policy notice
HHS website disclaimers
HRSA website accessibility page
HRSA Freedom of Information Act page
HRSA No Fear Act page
USA.gov
Whitehouse.gov
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Creating an Account
You must have a 340B OPAIS user account to initiate registrations or change requests or to
respond to annual recertification requests. If you are the Authorizing Official (AO) or Primary
Contact (PC) for a participating entity or you need to register a non-participating entity in the
340B Program, you may create an account as follows.
1. From the 340B OPAIS home page, click the “I am a Participant” icon or click the Login link in
the top menu. The 340B login screen is displayed.

2. Click the Create new account link. The Create a New User email search page is displayed.

3. Type your email address in the space provided and click the Search button.
Important:

Tip:

Your email address will be used as your user ID for accessing the 340B OPAIS and as
the “to” address for all system-generated emails, including two-step authentication
codes needed to log in, password reset messages, pending task notifications, and
confirmation of your actions when using the system. It cannot be changed without
creating a new user account.
To ensure that you receive 340B OPAIS email notifications, update your email
program’s spam filter to allow “no-reply@hrsa.gov.”
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4. The Create a New User registration page is displayed.



If your email address is currently associated with an active or approved covered
entity or manufacturer record as an AO or PC, your email address, name, title,
organization (if available), phone number, and extension will be filled automatically.
If your email address has not been previously associated with a covered entity or
manufacturer, enter your name, title, organization name (employer), phone
number, and extension in the spaces provided before proceeding. All fields are
required except middle name/initial and telephone extension.

Important:

Email addresses must be associated with the AO or the PC and must not be associated
with an unmonitored or group email account (e.g., info@CHC.org or 340B@CHC.org).

5. For Parent Entity Type, select either Covered Entity or Manufacturer.
6. Type your password and then type it again to confirm it.
Your password must be at least eight characters that cannot be easily guessed. It must be a
combination of alphanumeric characters containing at least one character from each of the
following categories:
 English uppercase characters (A-Z)
 English lowercase characters (a-z)
 Numerical digits (0-9)
 Special characters (e.g., @, !, $, %)
7. Type the CAPTCHA code displayed in the image in the text box.
8. Click the Register button.
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9. The system will check for an existing account associated with your email address.
Note: Only one account may be associated with an email address. If your email address has
already been used to create an account, the system will display an error notification with a
link to the 340B OPAIS home page.

10. If your account request is valid, the system will:





Activate your account and associate it with any entity registrations in which your
email is used as a contact
Add any assigned tasks to your work queue
Send a “New Account Confirmation” notification to the email address you used to
create your account
Display a message that your account was created successfully with a Return to Login
button

11. Click the Return to Login button to go to the login page.
12. Log into the 340B OPAIS using your email address and the password you just created.
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Logging into Your Account
1. The login page is displayed when you click the Login option in the top menu of the 340B
OPAIS home page or if you click the “I am a Participant” icon.

2. Type your email address and password in the spaces provided and click the Sign In button.
3. If your login credentials are correct and you have an active account, the system will display
the Two-Step Authentication page and send an email containing a six-digit authorization
code to the email address you used as your user name.
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4. Check your email for an email with the subject line “340B OPAIS Registration & Pricing
Application Login User Authentication Code for [your name].” Copy the authentication code
from the e-mail, paste it in the Code text box on the Two-Step Authentication page, and
click the Submit Code button.
Example of the Authentication Code Email





The 340B OPAIS will generate a new authentication code and send it to you via email
every time you log in. The code is only valid for limited time, as configured by the
OPA system administrator. A code from a previous session may not be used.
The system will count incorrect entry of the authentication code as a failed login
attempt.
If the system detects five failed login attempts within 5 minutes, your account will
be locked for 15 minutes.
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5. The system will prompt you to agree to the 340B OPAIS Rules of Behavior.
The first time you log in after creating an account, the long-form version of the Rules of
Behavior will be displayed.

For all subsequent logins after you agree to the long-form Rules of Behavior, the short-form
version of the Rules of Behavior will be displayed.

6. Select the checkbox next to the acknowledgement of responsibilities statement and click
the Agree button. The system will display the 340B OPAIS home page for your user role.
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Resetting Your Password
1. If you have forgotten your password or need to reset it, click the Recover your account link
on the login page. The system will prompt for your email address.

2. Type your email address and click the Reset Password button.
3. The system will prompt you to check your email for the reset message.

4. The system will send a “Reset Password Request” email containing a password reset URL to
your email address.
Example of the Reset Password Request Email

5. When you click the URL, you will be prompted to enter and confirm your new password.

6. When you have reset your password, you may proceed to log in as usual.
Note: You may only change your password once within a 24-hour period.
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Expired Passwords
1. Your password will expire every 60 days, and the system will prompt you to change it.

2. Type your old password in the space provided.
3. Type your new password and confirm it in the space provided and click the Change
Password button. The system will allow you to log in as usual.

Account Lockout
After five failed login attempts within 5 minutes, your account will be locked for 15 minutes.

The system will send an “Account Locked Out” email advising you to wait for 15 minutes before
attempting to log in.
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Expired Session
Your 340B OPAIS session will time out after 30 minutes of inactivity. You will receive a warning
message that your session is about to expire. Click the OK button to continue with your current
session.

When your session expires, a pop-up window will display, directing you to click the Home Page
link to return to the home page.
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Searching
The 340B OPAIS includes a comprehensive search engine for covered entities, contract
pharmacies, and manufacturers that allows you to view their information and export their data
to a Microsoft Excel spreadsheet.
Note: You do not need to be logged into the 340B OPAIS to perform searches.

Select the type of search you want to perform (Covered Entities, Contract Pharmacies, or
Manufacturers) in either of the following ways.
1. From the Search drop-down menu at the top of the page
2. By clicking the Search icon and then selecting the type of search when the Search page
displays.

3. The Search Criteria page is displayed for the type of search you want to perform.

Search Tips
Speeding up Your Searches






Entering only partial names in the search criteria will return all records with a matching
sequence of characters. For example, if you enter East, the search results will include all
facilities with those characters, such as Eastern Hospital, Southeast Center, etc., in the
entity name, subdivision name, address, or city.
Typing the first letter of a state name jumps to the first state that begins with that letter. If
that is not the state you want, press the letter again to go to the next state that begins with
that letter.
To select multiple states, hold the [CTRL] key as you highlight each state.
To select a range of states, highlight the first state at the beginning of the range and hold
the [Shift] key while selecting the last state in the range. All states in between will be
selected.
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Searching for Covered Entities
The Search Criteria page displays when you select Search Covered Entities. Search criteria can
be selected individually or in combination to allow you to narrow your search results to a
manageable number of entities.

Keyword

340B ID
City / State / Zip
Entity Type
Entity Name
Advanced Query Options

Start Date (from/to)

Termination Date (from/to)

Entity Classification

Type all or part of the text for which you want to search. The search
results will display all entities that contain that text string in any of the
Name, Sub Name, 340B ID, Site ID, MPN, Grant Number, Address Line
1, Address Line 2, or City fields.
Display only the specified entity and any child entities.
Display only entities in the specified location.
Display only entities of the type selected from the drop-down list.
Display only entities with a matching sequence of characters.
Restrict search to entities to be added or terminated this quarter or
next quarter. Selection of one of the following options automatically
populates the appropriate quarterly start and end dates and
deactivates the other date fields:
Entities To Be Added This Quarter
Entities To Be Added Next Quarter
Entities To Be Terminated This Quarter
Entities To Be Terminated Next Quarter
Automatically populated for the current or next quarter when you
select either Entities To Be Added… option (can also be edited
manually).
Automatically populated for the current or next quarter when you
select either Entities To Be Terminated… option (can also be edited
manually).
All – all covered entities (default)
Hospitals – hospitals only
Non-Hospitals – non-hospitals only
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Grant / Provider Number

Alternative Method
Site ID
Participating

Edit Date (from/to)
Registration Date (from/to)
Clear
Search

Narrow your search to a specific entity or grant. For hospitals, entering
the Medicare Provider Number (MPN) will display the parent hospital
and all of its outpatient facilities.
Display only entities that participate in a HRSA-approved Alternative
Method Demonstration Project (AMDP).
Display only specific Consolidated Health Center (CH) and Federally
Qualified Health Center Look-alike (FQHCLA) sites.
Yes – display only active participating covered entities and active
entities that are scheduled to be terminated.
All – display active entities, approved entities with a future start date,
and active entities that are scheduled to be terminated, and
terminated entities.
No – display only terminated entities and approved entities with a
future participation date.
Display only entities edited during the specified date range.
Display only entities registered during the specified date range.
Clear your filter choices and specify a new set of filters.
Display covered entities that match your specified filter criteria,
initially sorted by 340B ID.
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Viewing Covered Entity Search Results
After generating a list of covered entities that match your search criteria, you can specify how
you want to view them. Search results are initially sorted by 340B ID.

Hide Search Criteria
Show Search Criteria
Viewing Details
Exporting Search Results

Click to hide the search criteria and view a greater number of search
results. (The button text changes to Show Search Criteria.)
Click to reveal the search criteria to make changes. (The button text
changes to Hide Search Criteria.)
Click the entity’s link in the 340B ID column. A detailed, read-only
record for the selected entity will be displayed.
Refer to Exporting Covered Entity Search Results on page 31 for more
information.

For more information see:





Sorting Data Tables (page 3)
Filtering Data Tables (page 4)
Resizing Data Tables (page 5)
Page Navigation in Data Tables (page 5)
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Viewing Covered Entity Details
When you click an entity’s 340B ID in the search results table, the entity’s details are displayed,
including:





Name, type, 340B ID, and Medicare Provider Number
Current 340B status, registration date, participation start and approval dates and mostrecent recertification date, as well as termination reason and date for terminated and
to-be-terminated entities
Authorizing Official and Primary Contact information
Street and billing addresses

The entity’s status is also reflected by the color of the page header:





Active (green)
Approved (green)
ToBeTerminated (yellow)
Terminated (red)

Note: “Approved” status indicates the registration has been approved by OPA but its start date is in
the future.
Example of Covered Entity Details for an Active Parent Hospital

Example of Covered Entity Details for a Terminated Parent Hospital

23

340B OPAIS User Guide
Searching

For outpatient facilities, the Outpatient Facility Provider Number is displayed if it differs from
the parent entity.
Example of Covered Entity Details for Outpatient Facility

The Print button opens a new browser tab containing a formatted display of the entire entity
record (see Printing Covered Entity Details on page 27).
The entity’s detail sections are displayed by clicking the associated tab.



Non-Hospitals – The Grant Number is shown instead of the Medicare Provider Number.
STD and TB entities only – The Nature of Support information is included.

Comments
The Comments tab contains a table that provides a chronological record of comments attached
to the entity record. The table can be sorted and filtered as needed. Refer to Sorting Data
Tables on page 3 and Filtering Data Tables on page 4 for more information.
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Medicaid Billing
The Medicaid Billing tab indicates that a CE will use 340B drugs for their Medicaid patients
(carve-in) and will bill Medicaid for 340B-purchased drugs. The tab also displays the associated
Medicaid and National Provider Identifier (NPI) number.

Shipping Addresses
The Shipping Addresses tab displays the entity’s shipping addresses. If there are no shipping
addresses, the text “Same as Street Address” is displayed.

Contract Pharmacies
The Contract Pharmacies tab displays the names and addresses of pharmacies that have a
contract pharmacy arrangement with the CE for the dispensing of 340B drugs. The tab includes
links for additional details on the CP as well as the beginning, termination, edit, and carve-in
effective dates for the contracts (if applicable). The table can be sorted and filtered as needed.
Refer to Sorting Data Tables on page 3 and Filtering Data Tables on page 4 for more
information.
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Viewing Contract Details
1. The Contract Details page shows the information for the entity and the pharmacy, as well
as the contract dates and the names of the entity’s signing official and the pharmacy
representative.

2. On the Contract Details page:



Click the Entity Name to view the entity details.
Click the Pharmacy Name to view the contracts associated with the pharmacy.

Note: Click the Print button if you want to generate a printer-friendly copy of the contract details
page in a separate browser tab.

Viewing Pharmacy Details
1. On the Contract Pharmacies tab, click the pharmacy’s name to view the Pharmacy Details
page. The table can be sorted and filtered as needed. Refer to Sorting Data Tables on page 3
and Filtering Data Tables on page 4 for more information.

2. Click the Details link to view the full detail for the contract, or click the 340B ID link to view
that entity’s information.
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3. The History tab provides a chronological listing of changes to the Contract Pharmacy record,
including before and after values for each change and the date when the change occurred.

Note: Click the Print button if you want to generate a printer-friendly copy of the page in a
separate browser tab, or click Export if you want to export it to a Microsoft Excel
spreadsheet.

Parent/Child (hospitals only)
The Parent/Child tab displays the hospital parent record and its outpatient facility records. Each
entry includes a link to the covered entity’s detailed record details. Each entry includes a link to
the entity’s detailed record. The table can be sorted and filtered as needed. Refer to Sorting
Data Tables on page 3 and Filtering Data Tables on page 4 for more information.
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Grantees (CH and FQHCLA non-hospitals only)
The Grantees tab is only displayed for Consolidated Health Care Program (CH) and Federally
Qualified Health Center Look-Alike (FQHCLA) non-hospitals. It shows all of the sites that share
the same grant.

Note: Click the Export button if you want export the page to a Microsoft Excel spreadsheet.

Grantee Contract Pharmacies (CH and FQHCLA non-hospitals only)
The Grantee Contract Pharmacies tab is only displayed for Consolidated Health Care Program
(CH) and Federally Qualified Health Center Look-Alike (FQHCLA) non-hospitals. It shows all of
the contract pharmacies available to the network.

Note: Click the Export button if you want export the page to a Microsoft Excel spreadsheet.
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Entity History
The History tab displays a chronological list of changes to the entity’s information, including
before and after values for each change and the date when the change occurred. The table can
be sorted and filtered as needed. Refer to Sorting Data Tables on page 3 and Filtering Data
Tables on page 4 for more information.

Printing Covered Entity Details
1. Click the Print button in the upper-right corner of the Covered Entity Details page.

2. The system will open a new browser tab and display a formatted page containing all of the
Covered Entity’s information. To print a hard copy of the page, use your browser’s “Print”
function.
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Example of Covered Entity Formatted Print Page
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Exporting Covered Search Results
After generating a list of covered entities that match your search criteria and sorting and
filtering the data, you can export the entity data to a Microsoft Excel spreadsheet.

Export Individual Covered
Entities

Export All Covered Entities on
the Current Page

Export All Covered Entity
Search Results

Select the checkboxes for individual covered entities. The selected
rows will be highlighted. You may select entities from multiple
pages.
Click the Export Selected button. The Covered Entity Export
Options page will be displayed.
Select the checkbox in the table header. All rows on the current
page will be highlighted.
Click the Export Selected button. The Covered Entity Export
Options page will be displayed.
Click the Export All button. The Covered Entity Export Options
page will be displayed.
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Covered Entity Export Options
This page enables you to specify only the data you want to include in the exported spreadsheet.
1. Check the boxes in each section to select the data to be exported.




Check the Select/Deselect All box if you want all the data listed on the page to
appear on the spreadsheet. Uncheck a box to deselect data.
Check the box next to a section heading to export all data in that section.
Check individual boxes to select only specific items for export.

2. When finished selecting data for export, click the Export button.
3. A progress window is displayed while the export is being prepared. Click the Cancel button
if you want to cancel the export before it finishes.
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4. A message window displays when the export is completed and your browser will display a
dialog box to prompt you to open the file or save it for later. If you chose to open it, the
exported data is displayed in a Microsoft Excel spreadsheet.





Click the Download button if you need to download the file again.
Click the Cancel button to cancel the download and return to the search results
page.
Click the Return to Search Page button to return to your search results page.
Example of the Covered Entity List Export (formatted)

Note: For covered entities with multiple shipping addresses and contracts with multiple pharmacies,
there will be a separate row for each address and pharmacy. For example, data for an entity
with two shipping addresses and five contract pharmacies will have eight rows.
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Searching for Contract Pharmacies
The Contract Pharmacy Search Criteria page displays when you select Search Contract
Pharmacies on the 340B OPAIS home page. Search criteria can be selected individually or in
combination to allow you to narrow your search results to a manageable number of records.
Covered entity search filters are on the left side of the page, CP filters are in the middle, and
date filters are on the right.

340B ID
Entity Name
Entity City / State / Zip
Pharmacy Name
Pharmacy City / State / Zip
Advanced Query Options

Begin Date From/To
Termination Date From / To

Edit Date

Return CP relationships associated with a specific 340B ID.
Return CP relationships associated with CE records whose name
includes the specified sequence of characters.
Return CP relationships associated with covered entity records.
Return CP relationships associated with only pharmacies whose name
includes the specified sequence of characters.
Return CP relationships associated with only pharmacies in the
specified location.
Restrict search to CP relationships added or terminated this quarter or
next. Selection auto-populates the appropriate quarterly start and end
dates and deactivates the other date fields.
Contracts Added This/Next Quarter – Populates the Begin Date
From/To dates for the current or next quarter.
Contracts Terminated This/Next Quarter – Populates the Term Date
From/To dates for the current or next quarter.
Populated with dates for the current quarter or for the next quarter if
either Contracts Added… option is selected (can be edited manually).
Populated with dates for the current quarter or for the next quarter if
either Contracts Terminated… option is selected (can be edited
manually).
Select the beginning and end dates for the period when the contract
information was edited.
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Carve-In Date From / To

Search Carve-Ins

Clear
Search

Select the beginning and end dates for the period when the associated
covered entity has a HRSA-approved arrangement with the listed
contract pharmacy and the respective state Medicaid agency to
prevent duplicate discounts.
If selected, return only covered entities that have a HRSA-approved
arrangement with a CP and the respective Medicaid agency to prevent
duplicate discounts.
Clear your filter choices and specify a new set of filters.
Display contract pharmacies that match your specified filter criteria,
initially sorted by 340B ID.

Viewing Contract Pharmacy Search Results

After generating a list of contract pharmacies that match your search criteria, you can specify
how you want to view them. Search results are initially sorted by 340B ID.
Hide Search Criteria
Show Search Criteria
Viewing Contract Details
Viewing Covered Entity
Details
Viewing Pharmacy Details
Exporting Search Results

Click to hide the search criteria and view a greater number of search
results. (The button text changes to Show Search Criteria.)
Click to reveal the search criteria to make changes. (The button text
changes to Hide Search Criteria.)
Click the link in the Contract Detail column. The details for the
selected CP will be displayed.
Click the entity’s name in the 340B ID column. The details for the
selected CE will be displayed.
Click the CP’s name in the Pharmacy Name column. The details for
the selected pharmacy will be displayed.
Refer to Exporting Contract Pharmacy Search Results on page 37 for
more information.

For more information see:





Sorting Data Tables (page 3)
Filtering Data Tables (page 4)
Resizing Data Tables (page 5)
Page Navigation in Data Tables (page 5)
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Viewing Pharmacy Details
On the Contract Pharmacies page, click the pharmacy’s name. The Contracts tab of the
Pharmacy Details page is displayed, listing the contracts for that pharmacy. The table can be
sorted and filtered as needed.

1. Click the Details link to view the full detail for the contract, or click the 340B ID link to view
that entity’s information.
2. The History tab provides a chronological listing of changes to the CP record, including
before and after values for each change and the date when the change occurred.

Note: Click the Print button if you want to generate a printer-friendly copy of the page in a
separate browser tab.
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Viewing Contract Details
The Contract Details page is displayed when you click the Details link in the Contract Detail
column.




Click the Entity Name to view the entity details.
Click the Pharmacy Name to view the contracts associated with the pharmacy.

Note: Click the Print button if you want to generate a printer-friendly copy of the contract details in a
separate bowser tab.

Exporting Contract Pharmacy Search Results
After generating a list of contract pharmacies that match your search criteria and sorting and
filtering the data, you can export the entity data to a Microsoft Excel spreadsheet.

Export Individual Contract
Pharmacies

Select the checkboxes for individual contract pharmacies. The
selected rows will be highlighted. You may select pharmacies from
multiple pages.
Click the Export Selected button. The Contract Pharmacy Export
Options page will be displayed.
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Export All Contract
Pharmacies on the Current
Page

Select the checkbox in the table header. All rows on the current
page will be highlighted.
Click the Export Selected button. The Contract Pharmacy Export
Options page will be displayed.

Export All Contract Pharmacy
Search Results

Click the Export All button. The Contract Pharmacy Export
Options page will be displayed.

Contract Pharmacy Export Options
1. This page enables you to specify only the data you want on the spreadsheet. Check the
boxes in each section to select the data to be exported.




Check the Select/Deselect All box if you want all the data listed on the page to
appear on the spreadsheet. Uncheck the box to deselect all data.
Check the box in a section heading to export all data in that section.
Check individual boxes to select only specific items for export.

2. When finished selecting data for export, click the Export button.
3. A progress window is displayed while the export is being prepared. Click the Cancel button
if you want to cancel the export before it finishes.
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4. A message window displays when the export is completed and your browser will display a
dialog box to prompt you to open the file or save it for later. If you chose to open it, the
exported data is displayed in a Microsoft Excel spreadsheet.





Click the Download button if you need to download the file again.
Click the Cancel button to cancel the download and return to the search results
page.
Click the Return to Search Page button to return to your search results page.
Example of the Contract Pharmacy List Export (formatted)
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Searching for Manufacturers
The Manufacturer Search Criteria page displays when you select Search Manufacturers on the
340B OPAIS home page. Search criteria can be selected individually or in combination to allow
you to narrow your search results to a manageable number of labeler codes.

Labeler Code
Status
Contact Name
Manufacturer Name
City / State / Zip
Signed Date (From/To)
Edit Date (From/To)
OPA Termination Date
(From/To)
CMS Termination Date
(From/To)
Clear
Search

The search will return only the Food and Drug Administration (FDA)assigned labeler codes that match the sequence of digits specified.
Locate labeler codes that are active, inactive, or both.
Return only labeler codes associated with the specified contact name.
Return only manufacturers with a matching sequence of characters.
Return only manufacturers in the specified location.
Return labeler codes that were approved for participation in the 340B
Program during the specified date range.
Return labeler codes whose records were edited during the specified
date range.
Return labeler codes terminated from the 340B Program during the
specified date range.
Return labeler codes terminated from the CMS Medicaid Drug Rebate
Program during the specified date range.
Clear your filter choices and specify a new set of filters.
Display manufacturers that match your specified filter criteria.
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Viewing Manufacturer Search Results
After generating a list of manufacturers that match your search criteria, you can specify how
you want to view them. Manufacturers that have not been approved by OPA for participation in
the 340B program will not appear in search results, even if they have submitted registration
documentation. Manufacturer search results are initially sorted by labeler code.

Hide Search Criteria
Show Search Criteria
Viewing Details

Click to hide the search criteria and view a greater number of search
results. (The button text changes to Show Search Criteria.)
Click to reveal the search criteria to make changes. (The button text
changes to Hide Search Criteria.)
Click the manufacturer’s labeler code in the Labeler Code column.
The View Manufacturer page will display.

For more information see:





Sorting Data Tables (page 3)
Filtering Data Tables (page 4)
Resizing Data Tables (page 5)
Page Navigation in Data Tables (page 5)
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Viewing Labeler Code Details
When you click a labeler code in the search results table, the Labeler Code Details page displays
the information for the manufacturer associated with the labeler code, including:






Comments and last updated date, if applicable
Name, title, and contact information of the AO, PC, and the manufacturer’s PPA Signing
Official and Addendum Signing Official
Current status
PPA Signed Date, HRSA co-signed date, and Addendum Signed Date
OPA and CMS termination dates, if applicable

The labeler code’s status is also reflected by the color of the page header:




Active (green)
Inactive (green) – terminated in CMS but active in 340B
Terminated (red) – terminated in both CMS and in 340B

Clicking the Print button opens a new browser tab containing a formatted display of the entire
labeler code details.
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Exporting Manufacturer Search Results
After generating a list of labeler codes that match your search criteria and sorting and filtering
the data, you can export their data to a Microsoft Excel spreadsheet.

Exporting All Labeler Codes
Exporting Selected Labeler
Codes

Select the All checkbox in the table header and click the Export Search
Results button.
Select individual checkboxes in the left column and click the Export
Search Results button.

Manufacturer Export Options

1. This page enables you to specify only the data you want on the spreadsheet. Check the
boxes in each section to select the data to be exported.


Check the Select/Deselect All box if you want all the data listed on the page to
appear on the spreadsheet. Uncheck a box to deselect data.
 Check the box next to a section heading to export all data in that section.
 Check individual boxes to select only specific items for export.
2. When finished selecting data for export, click the Export button.
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3. A progress window is displayed while the export is being prepared. Click the Cancel button
if you want to cancel the export before it finishes.

4. A message window displays when the export is completed and your browser will display a
dialog box to prompt you to open the file or save it for later. If you chose to open it, the
exported data is displayed in a Microsoft Excel spreadsheet.





Click the Download button if you need to download the file again.
Click the Cancel button to cancel the download and return to the search results
page.
Click the Return to Search Page button to return to the search results page.
Example of the Manufacturer List Export (formatted in Excel)
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Reports/Files
To view the Reports/Files page, click Reports/Files in the “What Would You Like to Do?”
section or click the Reports/Files tab on the menu bar of the 340B OPAIS Home Page.

The Reports/Files page lists all the reports available to you. Click on a link to access the report.
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Medicaid Exclusion Files
The Medicaid Exclusion Files (MEF) list covered entities that have chosen to use 340B drugs for
their Medicaid patients and to bill Medicaid for those drugs (carve-in). When covered entities
choose to carve-in for Medicaid, they must provide the OPA with the Medicaid Provider
Number/NPI used to bill Medicaid. These provider identifiers are listed in the MEF. Having this
information in the MEF indicates to the states and manufacturers which drugs are not subject
to Medicaid rebates, and helps ensure the prevention of duplicate discounts, as prohibited by
statute.
The MEF also lists the Medicaid provider numbers and/or NPIs that the entities have identified
as being used to bill for those drugs, to assist state Medicaid agencies in separating rebateeligible claims from those that would result in duplicate discounts if rebates were requested.
Entities must be consistent with their Medicaid billing carve-in/out decisions. For entities that
decide to carve-in, all drugs billed to Medicaid using the listed number/NPI must be purchased
under the 340B program. Entities that DO NOT use 340B drugs for Medicaid patients (carveout) must ensure that all drugs billed to Medicaid (under any provider number/NPI) were NOT
purchased at 340B prices.
The 340B OPAIS takes a snapshot of carve-in decisions at 12:01am ET on the 15th day of the
month prior to the start of each quarter, regardless of weekends or holidays. At any time,
covered entities may submit online change request forms to modify their Medicaid billing
decisions, but changes only take effect the following quarter and only when received,
approved, and processed by OPA before the time of the snapshot for that quarter. For example,
a change submitted on June 1 and approved on June 2 will be reflected in the June 15 snapshot
governing the July–September quarter. A change submitted on June 14 but not approved until
June 16 will not be reflected in the June 15 snapshot, but will be included in the snapshot for
the October quarterly MEF. The prior decision will remain in effect until the quarter beginning
October 1.
HRSA generally does not make retroactive changes to the quarterly MEF once it is published.
On rare occasions, a technical system issue may warrant an immediate modification. If
retroactive changes are necessary, HRSA will communicate this to the 340B Program
stakeholders.
Follow these steps to download and view the Medicaid Exclusion Files.
1. On the Reports/Files page, click the Medicaid Exclusion Files button.
The Download Medicaid Exclusion File page displays a warning for covered entities that
might claim duplicate drug price discounts, explains a requirement that entities must decide
whether or not to use 340B pricing and bill Medicaid, and describes how drug
manufacturers and wholesalers, and state Medicaid agencies can use the Medicaid
Exclusion File to 340B participants.
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2. Select the desired quarter from the drop-down list. This date range reflects the effective
quarter of the covered entities’ Medicaid billing carve-in decision.
3. Click the Download button. A dialog box will prompt you to open the file or save it for later.
If you choose to open it, the Medicaid Exclusion File is displayed in a Microsoft Excel
spreadsheet.


The “start date” field represents the first date the covered entity began participating in
the 340B Program; the “term date” represents the effective date the entity no longer
participates in the 340B Program, if applicable. These dates do not relate to the
covered entities’ MEF determination to carve-in Medicaid.



The “Medicaid State” field identifies the state that is billed with the Medicaid Provider
Number listed in the MEF. The “State” field simply lists the state jurisdiction where the
covered entity is located.
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Contract Pharmacy Carve-ins
The Contract Pharmacy Carve-ins lists covered entities that have informed OPA of an
arrangement with the listed contract pharmacy and respective state Medicaid agency to
prevent duplicate discounts.
Follow these steps to view the Contract Pharmacy Carve-ins arrangements.
1. On the Reports/Files page, click the Contract Pharmacy Carve-ins button.
2. The Contract Pharmacy Search Criteria page is displayed with the “Search Carve-Ins”
checkbox selected by default. If no other search criteria are specified, this will produce an
unfiltered report of all covered entities with carve-ins.

3. To narrow your search to a specific date range, specify the “From” and/or “To” dates to
search only for contracts with carve-ins that have an effective date within that range. You
can specify other criteria (e.g., state) to further narrow your search.
4. When finished, click the Search button to initiate your search. The Search Results page
displays a list of contract pharmacies that match your search criteria. You have the option of
exporting all or some of the results to a Microsoft Excel spreadsheet.

5. Click the appropriate links to see the contract details, covered entity details, or pharmacy
details.
For more information about searching for contract pharmacies, viewing search results, and
exporting results to Microsoft Excel, refer to Searching for Contract Pharmacies beginning on
page 34.
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Daily Reports
The daily reports are available by clicking the Daily Reports button to expand the Daily Reports
group.

When you click the link for a daily report, dialog box asks whether you want to open the file or
save it to your computer. If you elect to open the file, it will be displayed in Microsoft Excel.

Covered Entity Daily Report
The Covered Entity Daily Report lists all active and terminated covered entities in the 340B
OPAIS. Comprehensive data displays for each entity. Use Microsoft Excel’s search and filters to
limit data to a more manageable list.
Example of the Public Covered Entity Daily Report (formatted in Excel)

Contract Pharmacy Daily Report
The Contract Pharmacy Daily Report lists all active and inactive contract pharmacies in the
340B OPAIS. Comprehensive data displays for each pharmacy. Use Microsoft Excel’s search and
filters to limit data to a more manageable list.
Example of the Public Contract Pharmacy Daily Report (formatted in Excel)
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Email Notification List
The 340B OPAIS sends email notifications related to user accounts and other topics.
Tip:

To ensure that you receive 340B OPAIS email notifications, add “no-reply@hrsa.gov” to your
email program’s spam filter

Action
User Accounts
New User Account
Invitation

Email Subject

Condition

New Account Invitation

User

New User Account
Confirmation

340B OPAIS Registration &
Pricing Application New
Account Confirmation for
<user full name>
340B OPAIS Registration &
Pricing Application Login User
Authentication Code for <user
full name>
340B OPAIS Registration &
Pricing Application Reset
Password Request for <user
full name>
ACCOUNT LOCKED OUT: HRSA
340B OPAIS Registration &
Pricing Application Has
Temporarily Locked-Out the
Account for <user full name>
340B OPAIS Registration &
Pricing Application Login User
Password Changed for <user
full name>

AO or PC email address is
specified for user who does not
have a 340B account.
Confirm new account creation.

User logs in using their user
name and password (user must
enter the authentication code
to complete the login).

User

Sent by system to provide link to
reset password

User

Number of consecutive invalid
login attempts exceeded

User

Whenever user account

User

Two Factor
Authentication Code

Password Reset
Request

Account Lockout
Notification

Password Change
Notification

Profile Update
Notification

340B OPAIS Registration &
Pricing Application Login User
Profile Updated for <user full
name>

password is changed (either
because it expired or the user
explicitly requested the
change)
OPA updates user profile
(name, phone number, title)

Recipient

User

User
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Glossary of Terms
Term
340B ID

340B Office of Pharmacy
Affairs Information
System (OPAIS)
340B Prime Vendor
Program (PVP)

340B Program

Alternative Method

Authorizing Official (AO)
Billing Address

Definition
A unique identification number assigned by OPA to each 340B covered
entity and their affiliated sites (e.g., child site, subdivision or subgrantees).
Entities, contract pharmacies, and manufacturers submit information to
HRSA’s OPA to include in the 340B OPAIS. HRSA verifies this information
and incorporates it into the application as appropriate.
Section 340B(a)(8) of the Public Health Service Act requires the
establishment of a prime vendor program (PVP). The purpose of the PVP
is to develop, maintain and coordinate a program capable of distribution,
facilitation and other activities in support of the 340B Program. The PVP
is a voluntary program for 340B covered entities and serves its
participants in three primary roles:
Negotiating sub-340B pricing on pharmaceuticals;
Establishing distribution solutions and networks that improve access
to affordable medications; and
Providing other value-added products and service.
All covered entities may participate in the PVP, including hospitals that
are prohibited from purchasing in a group purchasing arrangement.
The federal drug discount program established by Congress under the
Veterans Health Care Act of 1992 (Public Law 102-585) and authorized
under section 340B of the Public Health Service Act (42 USC § 256b). The
340B Program enables drug manufacturers to enter into pharmaceutical
pricing agreements with the Secretary of HHS, under which
manufacturers agree not to sell covered outpatient drugs to covered
entities at a price that does not exceed the statutorily defined 340B
ceiling price.
Indicates that the entity participates in a HRSA-approved Alternative
Method Demonstration Project (AMDP) to operate programs or enter
into agreements with other covered entities that would otherwise not be
allowed under 304B guidelines. For example, a covered entity is
prohibited from dispensing 340B drugs to the patients of a different
covered entity, even if the two entities are part of the same system or
network, unless the entities have an approved AMDP authorizing such
practices. These demonstration projects are limited to six years and are
intended to test new methods of participating in the 340B program to
improve access to 340B covered outpatient drugs.
An external user for a covered entity or manufacturer who is able to
attest to any changes to an entity.
An address verified as belonging to the covered entity that is used for
billing purposes. A billing address is not required to be a physical address;
it can be a P.O. box or other mailing address.
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Term
Black Lung Clinics
Program (BL)

CAPTCHA

Carve-In

Carve-Out

Centers for Medicare
and Medicaid Services
(CMS)

Definition
One of the categories of non-hospital covered entities that are eligible to
participate in the 340B Program. Black lung clinics receive funding from
the HRSA Black Lung Clinic Program to seek out coal miners, whether
they are currently involved in mining or not, and provide services to them
and their families, regardless of their ability to pay. Services may be
provided either directly by grantees or through formal arrangements
with appropriate health care providers, such as Federally Qualified Health
Centers, hospitals, state health departments, mobile vans and clinics. The
Black Lung Clinic Program is authorized by Section 427(a) of the Black
Lung Benefits Act (30 USCS§901).
An acronym for "Completely Automated Public Turing test to tell
Computers and Humans Apart"), a type of challenge-response test used
in computing to determine whether or not the user is human.
Section 340b(a)(5)(A)(i) of the Public Health Service Act prohibits
duplicate discounts; that is, manufacturers are not required to provide a
discounted 340B price and a Medicaid drug rebate for the same drug.
Covered entities must have mechanisms in place to prevent duplicate
discounts. Carving-in describes a covered entity’s decision to use 340B
drugs for its Medicaid patients.
Upon enrollment in the 340B Program, covered entities that decide to
carve-in must provide their Medicaid provider number or National
Provider Identifier (NPI) at the time they enroll. OPA lists this information
in a Medicaid Exclusion File posted on its website. Having this
information in the file indicates to the states and manufacturers which
drugs are not subject to Medicaid rebates, and helps ensure the
prevention of duplicate discounts, as prohibited by statute. Covered
entities are required to ensure that information in the file is accurate
each quarter and at the time of annual recertification.
Section 340b(a)(5)(A)(i) of the Public Health Service Act prohibits
duplicate discounts; that is, manufacturers are not required to provide a
discounted 340B price and a Medicaid drug rebate for the same drug.
Covered entities must have mechanisms in place to prevent duplicate
discounts. Carving-out describes a covered entity’s decision to not use
340B drugs for any of its Medicaid patients. For covered entities that opt
to carve-out, ALL drugs billed under that Medicaid provider number/NPI
must be purchased outside the 340B Program, and that Medicaid
provider number/NPI should not be listed in the HRSA Medicaid Exclusion
File.
The federal agency within the Department of Health and Human Services
(HHS) that administers the Medicare and Medicaid programs, including
the Medicaid Drug Rebate Program.
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Term
Child Site

Children’s Hospital (PED)

Comprehensive
Hemophilia Treatment
Center (HTC)

Consolidated Health
Center Program (CH)
Contract Pharmacy (CP)

Definition
A hospital clinic/department/offsite facility that is eligible to participate
in the 340B Program because it is an integral part of a hospital that
participates in the program, as evidenced by the fact that it is
reimbursable on the hospital’s Medicare cost report. OPA requires that a
covered entity register as child sites all offsite clinics, departments, and
services where 340B drugs are purchased or used, regardless of whether
they are in the same building. Offsite generally means a location has a
separate physical address than the hospital parent site and is not located
within the main hospital. A hospital does not need to register outpatient
clinics, departments, or services located within the entity’s main hospital
but may do so if they appear on a reimbursable line of a hospital’s most
recently filed cost report.
One of the categories of hospitals that are eligible to participate in the
340B Program. Nonprofit hospitals that serve individuals through the age
of 18 years of age and have a CMS-issued 3300 Series Medicare Provider
Number to designate them as Medicare certified children’s hospitals.
Children’s hospitals must meet certain requirements, including a DSH
adjustment percentage greater than 11.75% and compliance with the
GPO Prohibition, to be eligible to participate in the 340B program.
One of the categories of non-hospital covered entities that are eligible to
participate in the 340B Program. Hemophilia Treatment Centers (HTC)
that receive HRSA grant funding are expected to provide optimal care
using a multi-disciplinary team approach that provides accessible, familycentered, continuous, comprehensive, coordinated, and culturally
effective care for individuals with hemophilia and other bleeding
disorders. The program is authorized under section 501(a)(2) of the Social
Security Act.
Note: Non-hospital CE’s of this type are identified by the prefix “HM” in
the 340B ID.
Combines Community Health Centers, School Based Programs, Health
Care for the Homeless Programs, Migrant Health Programs, and Public
Housing Primary Care Programs entity types.
A pharmacy that enters into an agreement with a covered entity to
provide services to the covered entity’s patients, including dispensing
entity-owned 340B drugs. Contract pharmacies must register for the
340B Program and be listed on the 340B OPAIS prior to dispensing 340B
drugs on a covered entity’s behalf. In addition, a contract pharmacy must
have a written, signed contract pharmacy agreement in place with the
covered entity prior to registering that pharmacy with the 340B Program.
HRSA recommends that the written agreement include all essential
elements of the contract pharmacy guidelines (75 Fed. Reg. 10272
(March 5, 2010). Failure to have the contract pharmacy correctly listed in
the 340B OPAIS may be cause for removal of the contract pharmacy from
the 340B Program.
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Term
Covered Entity (CE)

Critical Access Hospital
(CAH)

Disproportionate Share
Hospital (DSH)

Duplicate Discount

Edit Date
External User

Family Planning – Title X
(FP)

Definition
Section 340B(a)(4) of the Public Health Service Act specifies which
covered entities are eligible to participate in the 340B Drug Program.
These include qualifying hospitals, Federal grantees from HRSA, the
Centers for Disease Control and Prevention (CDC), the Department of
Health and Human Services’ Office of Population Affairs, and the Indian
Health Service. Covered entities include six categories of hospitals and 11
categories of non-hospitals.
Critical Access Hospitals are designated by the Centers for Medicare and
Medicaid Services. The defining legislation is Section 1820(c)(2) of the
Social Security Act.
To be eligible to participate in the 340B Drug Pricing Program, Critical
Access Hospitals must meet the requirements of section 340B(a)(4)(L)(i)
of the Public Health Service Act.
One of the categories of hospitals that are eligible to participate in the
340B Program. Disproportionate Share Hospitals serve a significantly
disproportionate number of low-income patients and receive payments
from the Centers for Medicaid and Medicare Services to cover the costs
of providing care to uninsured patients. Disproportionate share hospitals
are defined in Section 1886(d)(1)(B) of the Social Security Act.
To be eligible to participate in the 340B Program, disproportionate share
hospitals must meet the requirements of section 340B(a)(4)(L) of the
Public Health Service Act.
Section 340B(a)(5)(A)(i) of the Public Health Service Act prohibits
duplicate discounts; that is, manufacturers are not required to provide a
discounted 340B price and a Medicaid drug rebate for the same drug.
Covered entities must have mechanisms in place to prevent duplicate
discounts. Upon enrollment in the 340B Program, covered entities must
determine whether they will use 340B drugs for their Medicaid patients
(carve-in) or whether they will purchase drugs for their Medicaid patients
through other mechanisms (carve-out) in order to comply with the
duplicate discount prohibition.
The 340B OPAIS uses the term “edit date” to denote the date that a 340B
entity’s information was edited. Edits can occur at any time.
Non-HRSA user who has created an account. External users may or may
not have any associations with a covered entity or a manufacturer.
External users must follow a two-step authentication process to log into
the system.
One of the categories of non-hospitals that are eligible to participate in
the 340B Program. Title X family planning clinics receive funding from the
Title X Family Planning Program to provide contraceptive services,
counseling, and reproductive health-related preventive services, with
priority given to low-income people. Title X family planning clinics must
apply for the 340B program through their grantee organization. Title V
(state-funded) family planning clinics are not eligible for the 340B
program.
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Term
Federally Qualified
Health Center

Federally Qualified
Health Center Look-Alike
(FQHCLA)
Free Standing Cancer
Hospital (CAN)

Health Insurance
Portability and
Accountability Act
(HIPAA)
Health Resources and
Services Administration
(HRSA)

Hospital Classification

In-house Pharmacy

Definition
One of the categories of non-hospitals that are eligible to participate in
the 340B Program. Federally Qualified Health Centers are communitybased health care providers that receive funds from the HRSA Health
Center Program to provide primary care services in underserved areas.
They must meet a stringent set of requirements, including providing care
on a sliding fee scale based on ability to pay and operating under a
governing board that includes patients.
Federally Qualified Health Centers may be Community Health Centers,
Migrant Health Centers, Health Care for the Homeless, and Health
Centers for Residents of Public Housing.
One of the categories of non -hospital covered entities that participate in
the 340B program. FQHC look-alikes are community-based health care
providers that meet the requirements of the HRSA Health Center
Program but do not receive Health Center Program funding.
One of the categories of hospital covered entities that are eligible to
participate in the 340B Program. Freestanding Cancer Hospitals are
independent, non-profit hospitals that treat patients with cancer. Forprofit hospitals are not eligible to participate in the 340B program.
To be eligible to participate in the 340B Drug Pricing Program,
Freestanding Cancer Hospitals must either:
Have a disproportionate share adjustment percentage greater than
11.75% for the most-recently filed cost report; or
Be eligible under a separate indigent care calculation that meets specific
criteria including location in an urban area, 100 or more beds and net
inpatient care revenues (excluding Medicare) for indigent care of more
than 30% of net during the cost reporting period in which the discharges
occur. This indigent care revenue must come from state and local
government sources and Medicaid.
A U.S. law designed to provide privacy standards to protect patients'
medical records and other health information provided to health plans,
doctors, hospitals, and other health care providers.
An agency within HHS, HRSA is the primary federal agency for improving
access to health care services for people who are uninsured, isolated, or
medically vulnerable. The Office of Pharmacy Affairs (OPA), the office
responsible for administering the 340B program, falls under the
Healthcare Systems Bureau within HRSA.
Owned or Operated by State or Local Government
Private, Non-Profit Hospital with State/Local Govt. Contract
Public or Private Non-Profit Hospital Granted Governmental Powers
Ineligible For-Profit Organization
A pharmacy that is owned by and is a legal part of a 340B covered entity.
Typically, in-house pharmacies are listed as shipping addresses of the
entity and the entity owns the pharmacy license.
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Term
Manufacturer (MFR)

Medicaid Exclusion File

Medicare Provider
Number (MPN)
National Provider
Identifier (NPI)

Native Hawaiian Health
Centers (NH)

Office of Pharmacy
Affairs (OPA)

Definition
The term "Manufacturer" has the meaning as set forth in section
1927(k)(5) of the Social Security Act and includes all entities engaged in:
The production, preparation, propagation, compounding, conversion,
or processing of prescription drug products, either directly or
indirectly by extraction from substances of natural origin, or
independently by means of chemical synthesis, or by a combination
of extraction and chemical synthesis; or
The packaging, repackaging, labeling, relabeling, or distribution of
prescription drug products. A manufacturer must hold legal title to or
possession of the NDC number for the covered outpatient drug. Such
term does not include a wholesale distributor of drugs or a retail
pharmacy licensed under state law.
“Manufacturer” includes entities, described in (1) or (2) above, that sell
outpatient drugs to covered entities, whether or not the manufacturer
participates in the Medicaid rebate program.
The Medicaid Exclusion File (MEF) lists covered entities that have decided
to use 340B drugs for their Medicaid patients and to bill Medicaid for
those drugs (carve-in). When covered entities choose to carve-in for
Medicaid, they must provide the HRSA Office of Pharmacy Affairs with
the Medicaid Provider Number/NPI used to bill Medicaid. These provider
identifiers are listed in the MEF. Having this information in the MEF
indicates to the states and manufacturers which drugs are not subject to
Medicaid rebates, and helps ensure the prevention of duplicate
discounts, as prohibited by the 340B statute. Covered entities are
required to ensure that information in the MEF is accurate each quarter
and at the time of annual recertification.
The identification number of an institutional provider certified by the
Centers for Medicare and Medicaid Services (CMS) to provide services to
beneficiaries.
A unique 10-digit identification number for covered health care
providers. Health care providers, all health plans, and health care
clearinghouses use the NPIs in the administrative and financial
transactions adopted under HIPAA.
Non-hospital covered entities that participate in the 340B program and
receive Native Hawaiian Health Care Systems Program funding through
the HRSA Health Center Program to provide medical and enabling
services to Native Hawaiians.
The HRSA office responsible for administering the 340B program.
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Term
Parent Entity

Participant
Password Reset
Primary Contact (PC)

Public User
Reinstatement
Rural Referral Center
(RRC)

Ryan White Program
Grantees

Sexually Transmitted
Diseases (STD) Clinic

Definition
The main hospital facility of a covered entity that is eligible to use 340B
drugs by virtue of enrollment in the 340B program. In contrast, hospital
outpatient clinics/departments/services that have a different street
address than the entity’s main facility and are located outside the four
walls of the main hospital, which are commonly called “child sites,” must
be separately registered with OPA before they can begin using 340B
drugs.
A registered entity or facility in the 340B program.
Changing of a password due to an expired or forgotten password at login.
External user who is designated as a Primary Contact for an entity. This
user can enter registrations and update entity information. This user can
enter registrations, and update entity information. Any changes to an
entity performed by the PC user must be attested to by the AO for that
entity.
A user who either does not have an account or is not logged in for a
covered Entity.
The process by which a previously terminated 340B ID can be registered
in the Program.
One of the categories of hospital covered entities that are eligible to
participate in the 340B Program. Rural Referral Centers are high-volume
acute-care rural hospitals that treat a large number of complicated cases.
Hospitals classified as Rural Referral Centers may be eligible to
participate in the 340B Drug Pricing Program if they have a
disproportionate share adjustment percentage equal to or greater than 8
percent for the most recently filed Medicare cost report and meet the
requirements of section 340B(a)(4)(L)(i) of the Public Health Service Act.
One of the categories of non-hospital covered entities that receive
federal funding to provide HIV/AIDS treatment and related services to
people living with HIV/AIDS who are uninsured or under-insured. In
addition, the funding is used for technical assistance, clinical training, and
the development of innovative models of care. The Ryan White HIV/AIDS
Program is authorized by Title XXVI of the Public Health Service Act.
One of the categories of non -hospital covered entities that diagnose and
treat sexually transmitted diseases and receive funding from their state
and local health departments through the Sexually Transmitted Disease
Control Program administered by the Centers for Disease Control and
Prevention. STD clinics must apply for the 340B program through their
state program director.
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Term
Shipping Address

Site ID

Sole Community Hospital
(SCH)

Start Date
Termination Date

Tribal Contract/Compact
with IHS (P.L. 93-638)

Tuberculosis (TB) Clinic

Definition
An address authorized to receive 340B drugs on behalf of a covered
entity parent or child site and registered as such on the 340B OPAIS.
Because pharmacies are not permitted to be registered as covered entity
sites, they may be listed as shipping addresses of the parent entity or a
registered outpatient child site, depending on the locations served by the
pharmacy. When registering a new covered entity or a new outpatient
facility online, the entity has a choice of listing shipping addresses under
either the main entity’s registration or the offsite facility’s registration.
Listing shipping addresses permits all parties to know where 340B drugs
may be delivered by the manufacturer and wholesaler. Pharmacies that
support multiple outpatient facilities should be listed as shipping
addresses under the parent entity.
Only required when certifying covered entity types for Consolidated
Health Center Program (CH) and Federally Qualified Health Center Look
Alike (FQHCLA).
One of the categories of hospital covered entities that are eligible to
participate in the 340B Program. Sole Community Hospitals are
designated by the Centers for Medicare and Medicaid Services. To be
eligible to participate in the 340B Drug Pricing Program, Sole Community
Hospitals must also have a disproportionate share adjustment
percentage equal to or greater than 8 percent for the most-recently filed
Medicare Cost Report and meet the requirements of Section
340B(a)(4)(L)(i) of the Public Health Service Act.
Denotes an entity’s start date in the 340B program. Entity start dates are
updated quarterly.
The date in the 340B OPAIS on which a covered entity or a contract
pharmacy’s participation in the 340B program is terminated. After its
termination date, a covered entity can no longer purchase 340B drugs.
One of the categories of non-hospital covered entity groups that are
eligible to participate in the 340B Program. Tribal Contract or Compact
Health Centers (also called a 638 contract or compact) are operated by
Tribes or Tribal organizations and Urban Indian Health Centers are
outpatient health care programs and facilities that specialize in caring for
American Indians and Alaska natives. They are operated under the Indian
Self-Determination Act.
To be eligible to participate in the 340B Drug Pricing Program, these
health centers must be operated by programs funded under P.L. 93-638
or 25 USCS §1651.
One of the categories of non-hospital covered entities that are eligible to
participate in the 340B Program. These entities receive funding from
their state tuberculosis control offices to prevent, diagnose and treat
tuberculosis. The Centers for Disease Control and Prevention administers
the program.
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Term
Urban Indian Health
Center (UI)

Definition
One of the categories of non-hospital covered entities that are eligible to
participate in the 340B Program. These entities that receive funding from
their state tuberculosis control offices to prevent, diagnose and treat
tuberculosis. The Centers for Disease Control and Prevention administers
the program.
One of the categories of non-hospital covered entity groups that are
eligible to participate in the 340B Program. Urban Indian Health Centers
are designated Federally Qualified Health Centers that provide
comprehensive primary care and related services to American Indians
and Alaska Natives. The facilities are owned or leased by Urban Indian
organizations and receive grant and contract funding through Title V of
the Indian Health Care Improvement Act.
To be eligible to participate in the 340B Drug Pricing Program, these
health centers must be operated by programs funded under P.L. 93-638
or 25 USCS §1651.
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