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GETTING STARTED

Objectives:
e Accessing HRSA OPA 340B Program
e Familiarization of HRSA 340B Homepage

DETAILS

EXAMPLE

Accessing HRSA OPA 3408
System

@H RSA l;hgrpr%acy Affairs

Home Covered Entities ¥ Contract Pharmacies v Manufacturers v Reports
2 ¥ TR A

TR UsefulLinks

e Accessing the HRSA 340B OPA
System only requires a URL; no
User ID or Password is
necessary.

> Help

» Reports.

» User Guides

» Forms

» Termination Codes

» Archived Medicaid Exclusion Files
» Covered Entity Acronyms

» Notes

» Contacts
o«

e Three business functions of the
340B System: Covered Entities,
Contract Pharmacies, and
Manufacturers.

. m links to the HRSA

OPA 340B Homepage.

o links to a landing

page for with a list of specific
reports in the three business
areas.

Public User

1. Enter this URL:
http://opanet.hrsa.gov/opa/default.a
spx, and HRSA OPA 340B
Homepage displays.

-~ | Bookmarking this URL

| provides quick access.

2. Click on an applicable link and
the appropriate screen displays.

Covered Entities
» Search Covered Entities

» search Medicaid Exclusion File
» Register a Covered Entity

» Register an Outpatient Facility

» Submit Change Request

What's New

Office of Pharmacy Affairs will use this space to announce
enhancements to the 3408 Database as they occur. If you
have a suggestion for how we can further improve the
database, please send a message to Us viathe
Questions, Comments, or Suggestions” link at the botom
ofthe sereen.

+ 12/23/2009 - added pharmacy comments field.

+ 08/04/2009 - made major improvementin reparts,
including conversion to csv files to improve
performance, updated order of fields, field namss, stc

+ 07/01/2009 - rearranged GrantiPravider number and
Entity Type fields in the record view.

+ 04/24/2008 - added online registration for FP covered
entities

+ 02/20/2008 - addsd Start and Termination Date
calumns to the “Children Entities” and "Other Related
Entities” dsiplays.

Contract Pharmacies

» Search Contract Pharmacies

» Register a Contract Pharmacy

Manufacturers
» Search Manufacturers

» Register a Manufacturer

Important Notifications

NOTICE REGARDING THE 3408 REGISTRATION PERIOD

On uly 24, the Health Resources and Services Administration (HRSA) issusd a Federal Register notice to inform
stakeholders of revised deadiines for registration of new covered entities and for adding outpatient facilities and contract
pharmacy arangements to the 3408 Drug Pricing Program (3408 Program). This revised registration process is effective
October 1, 2012. The new deadlines are as follows:

Redistration Petiod  Start Date

October 1 - October 15 January 1

January 1 - January 15 April 4

April 1 - April 15 duty 1

duly 1 - July 15 October 1

Ifthe last date falls on a Saturday, Sunday, or Holiday, the following Menday will be the deadline.
This notice replaces all previous 3408 Program guidance documents addressing the deadiine and enroliment periad for the
340B Program registration of new covered entities, addition of autpatient facilities and contract pharmacies, including any
indidual correspandence issued by HRSA on the subject
The Office of Pharmacy Affairs will be hosting a webinar to review the new procsss with all stakeholders in the nextfew
weeks. Specificinformation regarding the upcoming webinar will be sentin a future email and will be available on our
website. If you have any questions, please send them to OPA.

Please note that for the quarter beginning Octeber 1, 2012, the deadling remains September 1.
The Federal Register notice may be reviswed here

FOR DIRECT ASSISTANCE
Please call 1-600-528-5297 or email the Pharmacy Services Support Center for technical assistance.

You are entering an official US Government computer netwarkl NEVER save your user-ID or password when accessing this system (especially an non-government computers). Please Note: You
are entering an official United States government system, which may be used anly for autharized purposes. This system may contain nanpublic HRSA information within the meaning of 12 CFR
4.32(b}thatis subject to use and disclosure restrictions specified at 12 CFR 4.37. The unauthorized use or disclosure of nonpublic HRSA information er the unauthorized medification of any
information stored on this system may result in criminal prosecution or administrative procsedings

4

office of Pharmacy Affairs (OPA) - 3408 Program

U.S. Department of Health and Human Services (HHS) July 28 2012 Questions, C or i
Health Resources and Services Administration (HRSA) oreaner Email Us: ask@hrsa.gov
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GETTING STARTED GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

Homepage Features
Menu Bar\

e Each menu heading provides a
drop-down with essential links.

» Notes
» Contacts
Covered Entities. Contract Pharmacies Manufacturers
M al n S e I e Ct | on B oxe S\\’ » Search Covered Entities » Search Contract Pharmacies » Search Manufacturers
» Search Medicaid Exclusion File » Register a Contract Pharmacy » Register a Manufacturer

e Same essential links are
available for each program area.

What’s New —

e Provides announcements and
alerts pertaining to
enhancements to the 340B
Database.

Important Notifications ~

e Provides links to Webinars and
information for contacting OPA.

/ HEALTH CENTER RECERTIFICATION UPDATE UPDATE FOR COVERED ENTITY/ICONTRACT PHARMACY REGISTRATIONS [1/20/2013)
(vi82013)
The 34065 carred entty 3nd contract phamacy regrtrtion perod for 3 sta date of 412013 has closed

Useful Links

Provides links to helpful sites, including Forms, Reports,
Contacts, Acronyms, etc.

PhammacyAffairs

Contract Pharmadies ¥

" Useful Links

» Help
. > Report:

» Covered Entity Acronyms.

» Register a Covered Entity » Request Contract Terminations
» Register an Outpatient Facility

» Submit Change Request

What's New Important Notifications.

The following 3408 covered sntty types must complets | registrations wil next bs sccepted from ough 411612013 for 8 stat date of 7/1/2013. Registrabions il
theonie recedificatonpoceas by March 22, 2013 | ot o be acepteda thrtenes fom oganizatons n sttes wih decared public heaith amergencies
(currently New Yok the Gaclaration for New Jersey has expred) For assistance with Hew York registiations. contact
0OPA 3t 3408Registration®hrsa.gov.

For hospitals: OPA requires copes of several documents to veriy oligiilty Plaase
Hemophiks Trsatment Centrs, Ssck Lung hospital registra uetions carelully snd subenit the spplicable doc
n is completed. registrations ot accompanied by complete and correct documentation il be

W the supplemental
the same day that online

and Natne Hawaiian Programs rogists
Wil ot be reewed (entities whose ragistiations have been delsted wil be nolfied and can re-register un

Ho other entity types are undargoig recartAcation at day of the registration pedod)

this time. Questions regardng recertAcation can be

sar¢ to 340b.recartificationBhrsa.gov Plaase e-mai or fax mateials 1o the appropriate address for your organization type yousr Medicars provider number
hauld be i the subsct of the &-mad or prominently on the fax cover sheet

IATABASE ENHANCEMENTS (1017207
TERER NERENIAL e Registration Type E-mat address [Fax

The Offce of Phan
announcs sahanc

il use this space to

Criical Access Hospials 340BRegistatonCAH G2 9ov

eccix. ¥ you hve 8 Suptias i how we Sole Community Hospils 30BRegishahonSCHENSa oY
“nprove the database. ple

e o, RuralRefera Cerirs Sa06R
i et el B e Y
gresa o

B diess o2 n

HRSA (EHB) sy5tem. y
e deleted Il necessary. contactyous HRSA project oficer foe assstance.

For alMough OPA M3 request
donal Informaton durng our e of your egIstraton matenal

08— aded pharmicy commats ok

for 3 oo

e signed B, e ensl's suoIng oficial and 0 auhorized DA repressatative
secomance uwaalsdader neds g names, e orfaxts 301-443.6577.
010 anped GraPadse unbes 8

For A oty - b
o vaton P comred COpIeS May 3150 be 58Nt da Ovemignt courter 31he ents discreton
08 3na Seruces Agmmstanca
comas 1o e ‘Chilcren Entiies” anc ‘Other Retsted At Cice of Pharmeacy Atars
Enties” capiars 500 Framrs o, 106.03
Rocle, UD 20857

ONLINE COVERED ENTITY CHANGE REQUESTS

Entities may folow the ‘Subrit Change Requast”fink on the 3408 database home page to submit updated names
addresses, contact information sad/or Medicd billng detsils. ail changes will be forwarded Lo the entity's Authorzing
Official for acceptance poor to being raviwsd by OPA staff. For addtional guidance. refer o the change request user
guida located under the “Useful Links” section above.

Piease nete that paper change request forms are stil requied for ently lemination rsquests. changes 1o
Authorizing Offcials and/or changes to contract phamacy relationships or manufacturer information. Papsr requests
for changes that can be made online are no longer being accepted. artities o not need to resubmit proviously
submitted papsr requests online

ot ok NEVER o i compuers) Prease Hote. You
3te entenng an officsi United States government sy2tem which m; be used only for Tt ol ey 12CFR
£3200) that 5 subjectto use and disclosurs restncbons speced at 12 CFR 437, The disciosurs e
L

i urser Statamer A Sgeacy ay ot ot o sonnac, a3 parion s auk requied sgn o, coeconofiorkn e Nclaiays 3 caenty calld OMD okl e,
0327, Informaton 15 SSHMaIa D 3v8rag0 0ne 19 WO hours Dar FaspONS fo fegisiraton and thiry

c e 5600 Fishers Lane, Room 10-29,

s burden estimate o any OMer 350ect o his Collecton of MIOMMaNON INCIUGING SURD J0cing s burden.
Rochibe Iarfang, 20857,

Depertmant of Hasith sad Humen Services (tH3)
Health Resources an s Administration (HRSA)
Office of Pharmacy

Apel 01,2013

1 A ET
ram cal 4
(0PA) - 340 brog: shime il

Provides email and phone contact information to OPA.

Provides link for submitting feedback to HRSA pertaining to
the site and its content.
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GETTING STARTED GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

Help provides links for quick
access to Frequently Asked
Questions and Apexus Answers
for customer service support,
etc.

User Guides link provides
access to helpful user guides for
each business area with step-by-
step instructions.

Questions, Comments, or
Suggestions link provides format
for submitting emails direct to
OPA.

Public Users are not required to
use login credentials for the
340B System; therefore, the
Login link is not needed.

Need Help?

FOR DIRECT ASSISTANCE
Please call 1-800-628-6297 or e-mail Pharmacy Services Support Center for technical assistance
Please visit our Erequently Asked Questions page for information in this site.

Find forms including the 340B Change Form (to submit changes to the OPA Database) at the 340B Forms page
The Office of Pharmacy Affairs will annownce Database Enhancement Announcements to the 340B database as they occur.

MEDICAID EXCLUSION FILE - users may now go to the Covered Enity dropdown or Covered Entity window and use Search Medicaid Exclusion File to generate a
list of Medicaid Provider Numbers and NPI Numbers for covered entities that have indicated to OPA that they are billing Medicaid for drugs purchased at 340B prices.
The Medicaid Exclusion Tutorial provides more i ion about why the Office of Pharmacy Affairs needs to know whether the entity intends to fill Medicaid
prescriptions with 340B-purchased drugs.

For help with an acronym, visit the Covered Entitv Database Acronvm page.

of}
CHRSA o i
Home Covered Entities ¥ Contract Pharmacdies ¥ Manufacturers v Reports

340B User Guides

Some information requires the use of Adobe Acrobat Reader. It can be downloaded at the following site:

Dowinioad

Get Adobe Adobe Acrobat Reader
Reader

USER GUIDES - The following documents are provided to answer common questions regarding navigation and usage of the Office of Pharmacy Affairs Database

+ A guide to Getting started in the 340B database application

* A guide to working with Covered Entities in the 340B database application.

+ A guide to working with Contract Pharmacies in the 340B database application
« A guide to working with manufacturers in the 340B database application

* A guide to working with Change Requests in the 340B database application.

+ A guide to Reporting in the 340B database application

+ A guide to Recertification in the 340B database application

HHS Privacy Policy Notice

HRSA 3408

Send Us Your Comments

We value the opinions of all of our stakeholders. Please tell us what you think! We may wish to contact you to better understand your
comments. Please provide your name and email below to facilitate that dialogue. In addition, if you are a current 3408 participant,
providing your 3408 ID may help to expedite our response.

Subject: ‘

* Email: ‘

|
Name: ‘ ‘
\
\

2408 ID: |
* Comment:

*Denotes a required field

HRSA 3408
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DETAILS EXAMPLE
Forms [$HRSA 340B PARTICIPANT CHANGE FORM ETay
L] Change requests can now be If your facility is already participating in the 3408 Program, please submit this form for updates to your existing profile. For
s . . . assistance, call the Pharmacy Services Support Center (PSSC) at 1-800-628-6297. Email the completed form to the
subm|tted On"ne by C||Ck|ng on Office of Pharmacy Affairs at opastaffi@hrsa.gov. You will be notified when the change has been made. To
. . expedite the process, the "Covered Entity Authorizing Official” for your organization, should submit the change
the Subm|t Change Request Ilnk and the appropriate 340B ID number must be included. If it is submitted by someone else, a significant delay
' may occur and it may hamper your organization's purchase of 340B drugs until the matter is resolved.
340B Covered Entity Name:
1 1 Aslisted on HRSA OPA's publicWebsite
e Forms link provides access to e
the paper COpy Of the Participant As listed on HRSA OPA's publicWeb site
3408 Change Req Uest form Complete only information that is to be changed

New Entity Name:
New Entity Sub-Division Name:
New Physical Address:

Paper copy is available to New Physical Address City, State, Zip:

request changes for: Rew Ship To Ciy. Siate 750

171 101 New Bill To Address:

1) AUthorIZIng OffICIaI New Bille'l\:: (;ity,DState,reZ?::
InfOI'matIOI’] N ) 5:21‘1‘;:{3?‘?:?:;%;Mﬂ:ﬂ;ﬁgi&;ﬂﬂgﬁj Indicate Remove/Add/Revise

2) Updatlng Quallflcatlon (mus!Emasem‘nrmauagmgnfﬁci:i:’ni:;:‘;iij:ig‘n:ifilf;

Information New Autharzing Offlal Tde:

1 H H New Authorizing Official Phone #:

3) Covered Entlty termlnatlon New Authorizing Oﬁ'l[:i?il E-mail Address:

4) Contract Pharmacy New Confact Person:

. . New Contact Title:

|nf0rmat|on New Contact Phone #

New Contact Fax #:
New Contact E-mail Address:

The section below is to notify OPA only of corrections fo the existing
Contract Pharmacy Contact Information.

Contract Pharmacy Information:
(fo heused only forcorrecting Existing | Al new Contract Pharmacy Arrangements must submita Contract
Gontract Pharmacy Contact information) | pharmacy Services Self-Gertification Form foundat:

hitp:iiwww.hrsa.gowopa/contracted him

Contract Pharmacy Contact Person:
Contract Pharmacy Contact Title:
Contract Pharmacy Phone #
Contract Pharmacy Fax #

Contract Pharmacy Email Address:

Comments:

SUBMIT FORM TO :iiiiiiiiiz»  opastaff@hrsa.gov

Update of this information is subject to approval and verification by the Office of Pharmacy Affairs.

Browser Session Timeout L — 3

) ‘our session is about to be timed out in 30 seconds, As a seeurity precaution, sessions end after 30 minute(s) of inactivity. Click OK ko continue your
\/ current session.

¢ Once you have accessed the
340B System, the session is
active for 30 minutes unless the
user is entering data.

e Reminder pop-up window
displays a message that the
session will be timed out in 30
seconds. To avoid this, click on

the button to keep

the session open.
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