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OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

CERTIFICATION

Objectives:

Logging In

Navigating Dashboards
Certifying Covered Entity
Decertifying Covered Entity
Authorizing Official Authorization and Submit Process
OPA Review and Approvals

DETAILS

EXAMPLE

OPA Recetrtification is required
annually for Covered Entities
participating in the 340B discount
drug program.

Authorizing Official (AO) Advance

Notification

e An advance notification is sent to

the Authorizing Official and
Primary Contact via email, which
provides preliminary information
about the OPA recertification
process.

e An Authorizing Official is the
person who represents and
confirms that they are fully
authorized to legally bind the
covered entity into a relationship
with the Federal Government
and has knowledge of the
practices and eligible programs
at that site. For additional
clarification, refer to FAQ'’s on
page 25.

e Content displays the Initiative
Start Date, which is the date the
Authorizing Official will receive a
follow-up email containing their
login User ID and Password.
Content also provides the date
the Recertification is to be
completed.

Dear 3408 Covered Entity,

This is an advance reminder of the electronic recertification process required for continued participation in the 3408 Drug
Pricing Program administered by the Health Resources and Services Administration's Office of Pharmacy Affairs (OPA). Please
read this e-mail carefully.

Itis extremely important that the 3408 Program database has accurate information on participating entities. Pharmaceutical
manufacturers and distributors increasingly enforce the requirement for exact matches of infarmation prior to providing
access to 3408 pricing. In addition, entities that lose qualifying funding or that are no longer utilizing the 3408 Program must
be terminated from the program (through decertification during the recertification process, or through communication with
the Office of Pharmacy Affairs at any other time during the year) to ensure program integrity.

An e-mail containing a username, a password, and a link to your covered entity recards will be provided to the authorizing
official receiving this e-mail on the day recertification STARTS (7/1/2013). This will provide access to the data for your currently
active sites in the 3408 Program database.

Please use this username to review, revise (if necessary), and CERTIFY entity sites that are still participating in the 3408
Program. Please also DECERTIFY any entity sites that are no longer participating in the 3408 Program. After all of your entity
sites have been certified and/or decertified, the entity's Authorizing Official will have to electronically sign a statement
certifying that the entity meets all 3408 Program requirements.

Please note that any changes made to your entity details will not be reflected through the public search function until
reviewed and approved by OPA.

RECERTIFICATION MUST BE COMPLETED BY 7/31/2013.

A user manual for recertification is available at:
http://opanet.hrsa.gov/opa/Manuals/OPA% 20Database % 20G uide % 20for#20Publict 20U sers%20-%20Rece rtification.pdf

If your organization has additional eligible sites that are not yet registered in the 3408 Program database, please complete the
online registration forms at http://opanet.hrsa.gov/opa/Default.aspx during the next open registration period (the first 15
days of each calendar guarter). This activity is separate from the recertification of existing covered entity sites.

NEED HELP?

Questions regarding recertification may be directed to the 3408 Prime Vendor Program at 1-888-340-2787, or by sending an e-
mailto ApexusAnswers @340bpvp.com.
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EXAMPLE

340B Recertification Email

Authorizing Official receives a

340B Recertification Username

and Password email for each

batch to be certified.

Username/Password email

provides:

- Instructions on the online
recertification process

- 340B URL link to
Recertification screens (Site).

- Log in steps to access the
340B System

- Username and Password for
authentication

IMPORTANT: If you are listed
as the Authorizing Official for
more than one covered entity,
you may receive more than one
user name and password to
represent each unique 340B ID.
IMPORTANT: Hospitals listed,
as the primary site (Parent) with
associated outpatient facilities
(Child) relationships will only
receive one user name and
password for all covered entities.

Dear 3408 Covered Entity Authorizing Official,

Welcome to 340B Recertification for Disproportionate Share Hospital covered entities. In order to ensure your entities’
continued eligibility to participate in the 340B program managed by the Health Resources and Services Administration’s Office
of Pharmacy Affairs, you must electronically review and recertify the information on file in the 340B Program database for
your entities. Please complete recertification by 12/31/2013.

Itis extremely important that the 3408 Program has accurate information on participating entities. Pharmaceutical
manufacturers and distributors increasingly enforce the requirement for exact matches of information prior to providing
access to 3408 pricing. In addition, entities that lose gualifying funding or that are no longer utilizing the 3408 Program must
be terminated from the program (through decertification during the recertification process, or through communication with
the Office of Pharmacy Affairs at any other time during the year) to ensure program integrity.

It also is essential for the database to contain accurate information about whether or not Medicaid is billed for drugs
purchased at 3408 prices and, if so, what Medicaid numbers or NPI numbers are used for billing. If the covered entity decides
to purchase drugs for Medicaid OUTSIDE the 3408 program (i.e. “carve out Medicaid from 3408%), then ALL drugs billed to that
Medicaid provider number and or NPl must NOT be purchased under 3408, and those numbers should not be listed in the
3408 database. If the covered entity decides to bill Medicaid FOR drugs purchased under 3408 (“carve in") with a Medicaid
provider number and or NPI, then ALL drugs billed to that number must be purchased under 3408, and that Medicaid provider
numberand or NPl must be listed in the 3408 database. More information on Medicaid billing and the 3408 Program is
available online at http://www.hrsa.gov/opa/programrequirements/medicaidexclusion. If further assistance is needed to
understand this requirement, please contact the 3408 Prime Yendor Program at 1-838-340-2787 or at
ApexusAnswers@340bpvp.com.

The username, password and link to your covered entity records shown below will provide you with access to your entities’
data as it currently exists in the 3408 Program database. Please log into the database to review, revise (if necessary) and
certify entities that are still participating in the 3408 Program. Decertify any entities that are no longer participating in the
3408 Program. After all of your entities have been reviewed, you will electronically sign and submit your certified entities and
decertified entities.

Please note that any changes made to your entity details will not be reflected through the public search function until
reviewed and approved by OPA.

Site: http://opatest.primescapesolutions.net/OPA Mod Test/RecertBatchDashboard.asox?BATCH 1D=26126

Username: 060004

Password: z&4LW2r#

Note: Requesting that your login information be re-sent will result in assignment of a new, temporary password.

FIRST TIME LOG IN STEPS:
1. Log into the site with the username and password provided above. You may copy and paste the initial password from
this e-mall, but please ensure that you select only the password. Users who have trouble logging in have often accidentally

selected extra spaces at the beginning or end of the password.

2. Reset your password, The password must be 8 characters long and must include an uppercase letter, a lowercase letter,
anumber and a special characters (1, @, %, 5, %, *, & + or=).

3. Continue with recertification as described in the user guide linked below.

ADDITIONAL INFORMATION:

- A user manual for recertification is available at: http://opanet.hrsa.gov/opa/Manuals/OPA%20Database%20Guide%
20for%20Public’%20Users%20-%20Recertification.pdf

- OPA must have a street address for each covered entity site. Please provide a street address, even if your entity normally
only lists a P.O. Box for a site.

- Please review all covered entity information carefully before submitting, as it will not be possible for you to revise an
entity’s information after submission.

- If you are missing any entities that you think you are responsible for recertifying, or there are entities in your list that you
think are not your responsibility, please contact the Office of Pharmacy Affairs immediately at 340b.recertification@hrsa.gov.

- After you complete recertification, the information you provided will undergo one or more levels of review and approval.
AFTER all approvals have been received and processed, the updated information will be saved to the 3408 database and you
will receive e-mall confirmation that recertification is complete for your covered entities.

NEED HELP?

General guestions regarding recertification may be directed to the 3408 Prime Vendor Program at 1-888-340-2787, or by
sending an e-mail to ApexusAnswers@340bpvp.com.
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DETAILS

EXAMPLE

AO Logging In

1. Click on URL link (Site) and the
Welcome to OPA screen
displays, which is the
Authentication and Authorization
window.

2. Copy and paste user name from
email in the User Name field.
The User Name is the Batch
Name.

3. Copy and paste password from
the email in the Password field.
Password consists of letters,
numbers, and at least one
special character.

4. Click the button and

the U.S. Government Warning
pop-up window displays.

5. Click the button.

6. Copy and paste password from
email into the Enter old
password field.

7. Enter a single new password in
the Enter new password field.

8. Re-enter same new password in
the Enter new password again
field.

e New password must consist of
the following:

e 610 12 characters

e 1 Uppercase letter

e 1 Special Character
@, #, %, &, * $,/,"

The username, password and link to your covered entity records shown below will provide you with access to your entities’
data as it currently exists in the 3408 Program database. Please log into the database to review, revise (if necessary) and
certify entities that are still participating in the 3408 Program. Decertify any entities that are no longer participating in the
3408 Program. After all of your entities have been reviewed, you will electronically sign and submit your certified entities and
decertified entities.

Please note that any changes made to your entity details will not be reflected through the public search function until
reviewed and approved by OPA.

Site: http://opatest.orimescapesolutions.net/OPA Wod Test/RecertBatchDashboard.aspx?BATCH ID=26126

Username: 060004

Password: z&4LW2r#

Note: Reguesting that your login information be re-sent will result in assignment of a new, temporary password.

<@HR s ﬁgﬁgr};\m/ Affairs
- :

Covered Entities ¥ Contract Pharmadies ¥ Manufacturers ¥

|
Welcome to OPA

user Name: 060004

Password: esesesse

Forgot User ID?/Forgot Password?

HRSA system users are required to comply with HRSA information technology (IT) security policies regarding the protection of
HRSA information systems from misuse, abuse, loss. or unauthorized access or modification. By logging on to this system you
certify that you have read, understand and agree to comply with the Office of Pharmacy Affairs System Rules of Behavior

OMB Number: 0915-0327, Expiration: 10/31/2015

5]

Message from webpage |
<@ ‘You are accessing & U.5. Gavernment information system. This infarmation system is pravided far U.5. Government-autharized use anly.
\-) Unauthatized or impraper user of this system may result in disciplinary action, as well as divil and criminal penalties.
By using this information system, you understand and consent to the Following:
- %ou have no reasonable expectation of privacy regarding any communications or data transiting or stored on this information system, At amy time,
and For any lawful Government purpose, the government may monitor, intercept, and search and seize any communication or data transiting or stared

on this information system.

- ANy communication or data transiting or stored on this information system may be disclosed or used for any lawful Government purpose,

(@H RSAQSﬁg%acyAffafrs

Home Covered Entities ¥ Contract Pharmacies ¥ Manufacturers ¥ Reports

Change Password

Rules for a new password:

Enter old paccward:
Enter new password:[sevecsere |
Enter new password again:

* Have a minimum of 8 characters
+ Have at least one each of the following four character types:
- Uppercase letters
> Lowercase letters
= Numbers
= Special characters (or space). | @ #$% " &+ =
Example: Sue#Smith1

HHS Privacy Policy Notice
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DETAILS EXAMPLE
9_ Clle the [ Change Password J 3408 Database - Password Changed
putton; an emall
acknowledgement is sent to the T @
Authorizing Official that the
password has been updated. Dear Susan

This is an automated message sent from HRSA's 340B Drug Pricing Program database.
Your password has been changed per your request; you may begin using the new password immediately.

If you have any guestions or if you did not request a password change, please contact the 3408 Prime Vendor
Program at 1-888-340-2787 or by sending an email to ApexusAnswers@340bovp.com.

Thank You!

August 2013 4
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DETAILS

EXAMPLE

Navigating Dashboards

¢ Recertification Dashboard
displays:

e |nitiative Name — link
navigates to the Initiative
Dashboard
Entity Type
Start Date
End Date
Number of Covered Entities
in a Batch (Parent/Child)

e Initiative Dashboard displays:

Recertification Dashboard

@, Officelof; _
PhanmacyAffairs
Home Covered Entities ¥ Contract Pharmacies v Manufacturers v Reports

Recertification Initiatives

You are at Recetrtification Dashboard.

Rows/Page

Initiative Entity Start End #of
Name Type Date Date Batches

PED 07A5/2013 08/31/2013 5

The number of rows retumned: 1

PED-AUG 2013

1

HHS Privacy Policy Notice OMB Number: 0915-0327, Expiration: 10/31/2015|

Initiative Dashboard

Batch Name — link navigates
to Batch Dashboard
Number of Entities

Status of Certification

SHRSA"

Pharmacy/Affairs You are at Initiative Dashboard.

Home Covered Entities ¥ Contract Pharmacies ¥ Manufacturers ¥ Reports

e Batch Name search field is used
when multiple batches are
included an Initiative.

e Batch Dashboard displays:

- 340B ID for Covered Entity —
links to Covered Entity
Details

- Batch Name

- Entity Name

- Subdivision Name

- Address

- City

- State

- Zip

- PM/AO Certification Status

e Click on the column headings to
change the sort order of the
covered entity records.

Recertification Dashk d > Initiative ht d

Recertification Initiative Name: FED-AUG 2013
Start Date: 7/15/2013
End Date: 8/3112013

Program Type: Children's Hospital
Certification Due Date: 8/1572013

Initiative Batches
RonsiPage

The number of rows retumed: 1

Batch Name Certification

# of
Entities

453310 )

5

OMEB Number: 0915-0327, Expiration: 10/31/2015|

HHS Privacy Policy Notice

Batch Dashboard

@H RSAOSEg%acyAﬁairs

You are at Batch Dashboard.

Home Covered Entities ¥ Contract Pharmadies ¥ Manufacturers v Reports

Recertification Dashb d > Initiative Dashb d > Batch d
Recertification Initiative Name: PED-AUG 2013
Batch Name: 433310 Entity Type: Childrens Hospital
Start Date: 7152013
Certification Due Date: £15/2013 End Date: 8372013
PM/AO Name: 508 BENNETT PM/AO Phone: 512-324-010
PM/AO Email: sandydee@zzz net
Covered Entities
The number of rawe returned: & Rows/Page
Batch - Subdivision " N PM/AOQ
340B ID Name Entity Name Moo Address city State  Zip ot
4900 MUELLER
PED453310-00 453310  DELL GHILDREN'S HEDICAL GENTER SOLLEVERD: AUSTIN TX 78723 Incomplete
RECONATRUGTIE 1201 Birmsms
PED453310-01 453310  DELL CHILDREN'S MEDICAL CENTER JORDAN BLVD.,, AUSTIN TG 78723 Incomplete
PLASTIC SURGERY
SUITE 301
CENTER
CSHLDRENSBLOOD 1351 pammsra
PED453310-02 453310  DELL CHILDREN'S HEDICAL CENTER CENTER OF JORDAN BLVD.,, AUSTIN TX 78723 Incomplete
CENTRALTExas ~ SUITE401
Dell Children's 1301 Barbara Jord
PED453310-03 453310 DELL CHILDREN'S MEDICAL CENTER Neurosurgery Center 301 25082 Jordan Austin TX 78723 Incomplete
of Central Texas vl ste
p

OMB Number: 0915-0327, Expiration: 10/31/2015]

HHS Privacy Policy Notice
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DETAILS

EXAMPLE

To navigate from one
dashboard to another, click
on adashboard name.

s
-

Batching Rules

e Covered entities that have
multiple entities included in a
single Batch meet the following
criteria.

e Hospitals (CAN, CAH, DSH,
PED, RRC, SCH) are batched by
Medicare Provider Numbers.
The primary covered entity
(Parent) and all associated
outpatient facilities (Children)
that share the same Medicare
Provider Number are included in
the same batch.

e Grantees (BL, CH, FP,
FQHCLA, FHSC638, HM, NH,
RWI, RWII, RWIID, RWIIR, HV,
RwW4, STD, TB, Ul) are batched
by 340B ID Numbers.

AO Batch Dashboard

e Batch Dashboard initially
displays the status as
“Incomplete” until each covered
entity is Certified or Decertified.
Once the Authorizing Official
selects the applicable
certification status, then the field
is updated.

e Recertification is not complete
until the Authorizing Official
attestation language checkbox,
and the Authorize and Submit
button are selected; refer to
page 15.

Recertification Dashboard > Initiative Dashboard > Batch Dashboard

You are at Batch Dashboard.

@HRSAoﬁxg%acyAﬁairs

Home Covered Entities ¥ Contract Pharmacies v Manufacturers ¥ Reports

d > Batch Dashboard
Recertification Initiative Name: PED-AUG 2013
Batch Name: 453310
Start Date: 715/2013
Certification Due Date: §/15/2013
PM/AO Name: BB BENNETT
PM/AO Email: sandydee@zzz net

Recertification Dasht d > Initiative Dashb

Entity Type: Children's Hospital
End Date: 8/312013
PM/AO Phone: 512-324-010%

Covered Entities

The number of rows retumed: 4 Rows/Page:
Batch - Subdivision . - PM/AO
3408 ID Nomo Entity Name Name Address City State  Zip adoh o
4900 MUELLER
PED453310-00 453310 DELL CHILDREN'S MEDICAL CENTER BOULEVARD AUSTIN T 78723 Incomplete
RECOnSTRUGTE 1301 BARBARA
PED453310-01 453310 DELL CHILDREN'S MEDICAL CENTER JORDAN BLVD. AUSTIN T 78723 Incomplete
PLASTICSURGERY g 12 301
CENTER
f:ggiﬁgssLOOD 1301 BARBARA
PED453310-02 453310  DELL CHILDREN'S MEDICAL CENTER CENTER OF JORDAN BLVD AUSTIN TX 78723 Incomplete
CENTRAL TEXAS SUITE <01
Dell Children’s 1301 Barbara Jord
PED453310-03  #53310  DELL CHILDREN'S MEDICAL CENTER Neurosurgery Center 551 91212 Jordan Austin TX 7ET23 Incomplete
of Central Texas va. Ste
1

[HHS Privacy Policy Notice

OMB Number: 09150327, Expiration: 10/31/2015)
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EXAMPLE

Certifying Covered Entity

Each section of the Covered
Entity Details record is labeled
and information can be edited or
added.

Fields that cannot be edited
display as grayed-out.

Changes to required fields that
are grayed-out can be requested
for change post Recertification
using Change Request process.

Change Request form is located
by clicking the Forms link under
Useful Links on the HRSA OPA
homepage.

Red asterisk * displays next to
required fields.

An error message displays at the
top of the screen when a field or
fields are left blank or do not
meet validation.

When an error occurs, the
Authorizing Official cannot
advance to the next section until
the error has been rectified.

Covered Entity Details Record

‘@ Rs r‘F’h.;;rﬁrrna(*v'Aﬂ‘mrﬁ

lom Contract Pharmacies ¥ Manufacturers ¥

Covered Entities ¥ ‘

Covered Entity Details

Edit
340BID: PED453310-00
Entity Name: DELL CHILDREN'S MEDICAL CENTER Entity Type: Children's Hospital
Entity Sub-Division Name: Grant Number:
Medicare Provider Number: 453310
Covered Entity Address
Main Address (PO Box Not Allowed) Edit
4900 MUELLER BOULEVARD
AUSTIN, TX 78723
Billing Address Edit
DELL CHILDREN'S MEDICAL CENTER
PO BOX 2301
SAN ANTONIO, TX 78208-2301
Covered Entity Date Information
Edit
Registration Date: 6152010 Participating Start Date: 7/12010
Participating Approval Date: &152010 Termination Reason:
Termination Date:
The date the entity became ineligible:
Last date that 3408 drugs were or will be
purchased under this 3408 ID:
Termination Comments:
Quialification Information
Edit

Qualiying Information for outpatient 13ilites (child Stes) will be automatically Camed over from us at 3408, .gov
o, cost for a particular site percentages belaw applicable threshalds must

report an
dacarify the parent hospits and AL sssociated outpatient facilifiss.

Entity is a Children's Hospital defined by section 1886(d)(1)(B)(i) of the Social Security Act, and this status is recognized by CMS.
Share Adj|
Cost Reporting Period From: to
Calculation Date:
Calculation Based On: Medicare Cost Report Data
Hospital Classification: Private, Non-Profit Hospital with State/Local Govt Contract

Medicaid Billing N
Edit]
Medicaid Billing Information

You must answer the following question regarding Medicaid Billing:

Will you bill Medicaid for drugs purchased al 3408 drug price?

Medicaid Humber(s):

Medicaid Number State

45123 ™
NPT Humber(s):

NP1 Number

1113333839

Contact Information

Authorizing Official Edit
Name: sanoy pee
Title: CEO
Phona: 512-324-0106 Ext:
Emall: sandydee @zzz.net

Primary Contact
Name: JIM JONES
Title: SENIOR NETWORK DIRECTOR OF PHARMACY
Phone: 512-324.7303 Ext:
Email: [jones@zyz.net
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DETAILS

EXAMPLE

Covered Entity Details section
displays important covered entity
information.

e Site ID field is only a required
field when certifying covered
entity types for Consolidated
Health Center Program (CH) and
Federally Qualified Health
Center Look Alike (FQHCLA).

Address section displays main
address, billing address, and
shipping addresses, if applicable.

« Click on 4] for Billing Address
the Same as Main, to remove a
billing address.

e Click the Edit putton to open
section and edit information.

e Click the Add pytton to add a
single or multiple shipping
addresses.

e Click the Continuep tton to
close section

e Click the Undo pytton to undo
any changes entered.

e Click the Delete pytton to
delete a shipping address.

e Screen displays shipping
address that was added.

Covered Entity Details

*340B1ID: |

*Entity Name: |DELL CHILDRE

Entity Sub-Division Name: |

Entity Type: | Children's Hospital
Grant Number: i
Medicare Provider Number: (onlyrequired for hospital snity ypes}

Continue Undo

Errors:

[Please enter site ID.

Covered Entity Details

*3408 ID:
*Entity Name: ||
Entity Sub-Division Name:
Entity Type:
Grant Number: {if known/applicable)
Medicare Provider Number: fonly required for hospital entty types)

*site ID:

Continue undo

Covered Entity Address
Main Address (PO Box Not Allowed)

4900 MUELLER BOULEVARD
AUSTIN, TX 78723

Billing Address
DELL CHILDREN'S MEDICAL CENTER
PO BOX 2301
SAN ANTONIO, TX 78298-2301

£dit

Covered Entity Address
Main Address (PO Box Not Allowed)

#Address Line 1: ‘4900 MUELLER BOULEVARD ‘

Address Line 2: | |

*city: [AUSTIN |

*state: |Texas v

O illing Adaress Same as Wiain

Billing Address

*0, ization Name: ‘DELL CHILDREN'S MEDICAL CENTER ‘

*Address Line 1: |PO BOX 2301 J

Address Line 2: | |

*city: [SAN ANTONIO ]

*state: |Texas v

[ shipping Address Same as Wain
Shipping Address (PO Box Not Allowed)

New shipping Address

*Organization Name: |DeHCthren's Medical Bum Center

*Address Line 1: |100 Main Street |

Address Line 2: | |

*City: |Austm ‘

*#state: |Texas v]

Continue Undo

Continue Undo

Add

Continue Undo

Covered Entity Address
Main Address (PO Box Not Allowed)

4300 MUELLER BOULEVARD
AUSTIN, TX 78723

Billing Address
DELL CHILODREN'S MEDICAL CENTER
PO BOX 2301
SAN ANTOHIO, TX  76298-2301

Shipping Address (PO Box Hot Allowed )
shipping Address 1 Edit Delete

Edit

August 2013




@H RSAOSﬁg%acyAffaws

OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS EXAMPLE

Qualification Information (QI) Qualifcation Information
t. I . H . I Edit
Sec Io n 0 n y pe rtal ns to Osplta S Qualifying information for outpatient facilities (child sites) will be automatically Eamed over from the mam hospital record; please email us at 34EII1 recertification@hrsa.govif you needto
L3 o dent DEH adjust it t: t i d hi rticul: ite. O below licable threshold it
(not Grantees): e e o

Ch | I d ren ’s (P E D) Entity is a Children’s Hospital defined by section 1886(d)(1)(B)(iii) of the Social Security Act, and this status is recognized by CMS.
Disproportionate Share Adjustment Percentage:
Cost Reporting Period From: to

- Critical Access (CAH),

Calculation Based On: Madicars Cost Report Data

Disproportionate Share (DSH), HospitalClassification Priate, Non-Profit Hospta with State/Lacal Govt Contrsct
- Free Standing Cancer (CAN)
- Rural Referral Center (RRC)
- Sole Community (SCH)

¢ QI section fields are based on
the hospital type and are
required fields.

e Certain Qual Info fields display Quaification Information
as blank, and require the
Authorizing Official to enter Bl ity s Chldren's Hospital dfined by section 1086(d)(1)(B)(i) of the Social Securty Act, and thi status s recognized by CHS.
information. Some fields must pispropetionate share A [ Jostesm0
pass validation; if not, the st reiedon: | el =
system requires the Authorizing *coletetion vete: [ TRl
Official to ‘decertify’. et B o e St for -
Decertifying the Parent
automatically decertifies all
associated Children.

Continue Undo

*Hospital Classification: |5, te Non Profit Hospital with State/Local Govt Contract v

e System requires that the primary Qualiication Information
covered entity (Parent) record be

Continue Undo

updated f"‘st Once the Qual * [ Entity is a Children's Hospital defined by section 1886(d)(1)(B)(iii) of the Social Security Act, and this status is recognized by CMS.
Info for the Parent is updated pisproportionate Share Adjustment Percentage: ”"“E \u | -
. . *Cost Reporting Period From: B v| to [12/31/2012 | EE~
and the record is certified, then e
all associated Outpatient |
agegs . *Calculation Based On: | Medicare Cost Report Data v
FaCIIItIeS (Chlldren) Qual *Hospital € | Private, Non-Profit Hospital with State/Local Govt Contract v

Information is populated with the
same data and cannot be
changed.

e DSH Percentage field pertains
to DSH, PED, RRC, SCH, and
CAN. The DSH percentage
entered must pass the
percentage threshold for the
specific entity type in order to
pass system validation.

August 2013 9
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DETAILS EXAMPLE

e Cost Reporting Period
From/To field pertains to DSH,
PED, CAN, RRC, and SCH. The
“To” date field must be less than
eighteen months from the
Initiative Start Date to pass
system validation.

L When the ‘TO” date fleld entered 'Eﬂgast:tempted Cost Reporting Period information entered exceeds the 18-month allowable timeframe from 7/15/2013. If the dates
|S greater than the elghteen entered do not meet the specified criteria, you will need to communicate with 240e.recertification@hrsa.gov for further instructions.
months from the Initiative Start
Date, this error message
displays.

e Calculation Date field pertains
to PED and CAN and must be an
accurate date.

Errors:

e Detailed error messages dlsplay DSH percentage does not meet threshold of greater than 11.75 percent. If @ DSH percentage remains below threshold, covered entity
at the top of the Covered Entity
screen when Qual Info does not
meet system validation.

e Hospital Classification field FHoSpItal ClasSMEation: | Ouned or Operated by Siate o Local Governmert E
change requires the Authorizing e S S COSSEEn, Flesas rs 3408 s ecerlcation@hran.gov o e e
Official to contact OPA. When
selecting a different hospital
classification, text displays below o | ] [
the field with a hyperlink. Click |
the link and an email window
opens with the appropriate email

address.
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@H R Office of
s A Fhamm ) Afairs OPA RECERTIFICATION GUIDE FOR PuBLIC USERS

DETAILS EXAMPLE
Medicaid Billing section allows Medicaid Biling Information continue Undo
AuthOrIZIng OﬁICIal to add new You must answer the following question regarding Ilr.e.d?caid Billing:
Medicaid and/or NPI information or s R e e e

updating existing information.

e Select the radio button next

to “Yes” and the section opens.

e Select the radio button next

to “No” removes any existing
Medicaid and NPl numbers from
the section, or leaves the section

closed.
e Add pytton opens Medicaid and T .

NPI Number sections. [Texas 3 [ insert | |
. m button inserts data to NPI Number

field. [1113339293 | 1nsert [l cancel | ‘
. button cancels data

entered.

o button allows applicable

field to be edited.

. button deletes

applicable Medicaid Number or
NPI number.

August 2013 1



SHR ey
SA PhanTl AR OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS EXAMPLE

e Orphan Drug section only
pertains to covered entity types
CAH, CAN, RRC, and SCH.

. . . Orphan Drug Exclusion
e Orphan Drug is a required field i e e i it ity MO et e ittt
are designated under section 526 of the Federal Food, Drug, and Casmetic Act Please choose one of the following:
and must be completed for a .
. . The hospital will purchase orphan drugs under the 340B Program and maintain auditable records to demonstrate compliance with the orphan drug exclusion
h t I d II OTn i ital tor d ot wish b i ditabls 4 i | ith th han di il d will it Il orphan di itside of the 3408
primary hospital and a Frooamtesae e o o PR S S o e oo PSS O 11t e ot a1 oS 1ok crc
H . HH™ hospital.

associated outpatient facilities

that are being certified.

e Orphan Drug field is not required
when covered entities are being
decertified.

e Select the applicable radio
button to confirm:

- Hospital will purchase orphan
drugs under 340B Program
and maintain auditable
records to demonstrate
compliance with the orphan
drug exclusion.

or

Nate: ny change to your selection will be effsctive on the first day ofthe quarter following approval by OPA

- Hospital cannot or does not
wish to maintain auditable
records regarding
complaince with the orphan
drug exclusion and will
purchase all orphan drugs
outside of the 340B Program
regardless of the indication
for which the drug is used
and will not use a Group
Purchasing Organization
(GPO) to purchase those
drugs if the hospital is a free-
standing cancer hospital.

August 2013 12



@HRSAOS;%I%’BQIAWEH'FS

OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

Contact Information section
provides ability to change
information for Authorizing Official
and Primary Contact.

IMPORTANT: When changing the
Authorizing Official contact
information, all recertification
confirmations will be emailed to the
‘new’ and ‘previous’ Authorizing
Official’'s email address.

Date Information section is only

applicable when a covered entity is

being “Decertified”.

o Refer to page 17 to review
“Decertifying” a covered entity.

Contact Information

Authorizing Official
Name: BOB BENNETT
Title: CEO
Phone: 512-224-0105 Ext:
Email: sandydee@zzz.net

Primary Contact
Name: SHEWAN AZIZ
Title: SENIOR NETWORK DIRECTOR OF PHARMACY
Phone: 512-324-7303 Ext:
Email: saziz@zzz.net

Edit

Covered Entity Date Information

Registration Date:

Participating Approval Date 61512010

Participating Start Date:

Termination Reason: | Select a Termination Reason

v

The date the entity became ineligible: | |[@]
Last date that 3408 drugs were orwillbe | |[EiY]

purchased under this 240B ID:

Continue Undo

Termination Comments:

August 2013
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'@HR SAOSﬁg%aq_!Aﬁairs

DETAILS

OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

EXAMPLE

1. Click on applicable 340B ID link
for a covered entity and the
Covered Entity Detail record
displays.

2. Review covered entity record.
3. Enter data in blank fields or edit
existing information.

& | Reference pages 7
=] through 13 for details on
editing each section.

4. Click the Certlfy button at
the bottom of screen and a pop-
up message displays.

For batches with multiple
-ﬁ_)\@ .-, .
. covered entities, repeat
the same steps for each
covered entity.

<@‘HRS nF’h;ﬂ"nar'\,f Affairs

Covered Entities ¥ Contract Pharmacies ¥

Home

Recertification

d > Initiative Dashboard > Batch

Recertification Initiative Name: PEC-4UG 2013

Covered Entities

Batch Name: 453310
Start Date: #2013
Certification Due Date: 8202013
PM/AO Name: sanoy s
PM/AO Email: sandydes@zz.net

The number of (oS refumed: 4

3408 ID

PED453310-01

PED453310-02

PED453310-03

PED453310-00

Batch

You are at Batch Dashboard.

Manufacturers ¥

Entity Type: Chilaren's Hospital

End Date: 6312013
PM/AO Phone: 512-22:-0105

RowsiPage: | 200 |*.

. Subdivision

prassa] Entity Name T Address.
CRAMCFACIAL AND

453310 DELL CHIL CENTER PG BoRE, | ORDAIELT

NTER

CHLORENSBLOOD 1301 puans

483310 DELL CHILDREN'S MEDICAL CENTER 2o JORD4N BLVD.
CENTER OF e
CENTRAL TEXAS
Dall Children's.

453310 DELL CHILDREN'S MEDICAL CENTER Heurosurgen Canter L0 Barbaa Jordan
of Cantral Texss

483310 DELL CHILDRENS UEDICAL CENTER

HHS Privacy Policy Notice

EHRS Ao s

Covered Entity Addre
Main Address (PO

Covered Entity Date Information

P —

Particpating Appraval Date; 4153010

Tormination Commants:

Qualification Information

4800 MUELLER

The date the entity

Cast date that 390m,

city

AUSTI

AUBTIN

Sustin

AUSTIN

became inelgible:

ey wers or wl e
urchasod umbar this 3408 ED:

Reports

PM/AO
state ZIP cortification

L
™ TET23
™ Tenz
™ TETE3

=1

Medicaid billing
Medicaid Billing Information

You st s th following quescilon regarieg Modicaid Billg:

[Rsep—

Medicaid Number
am

Wt Hmher{s):
WP1Number

I

Contact Information
Authorizing offclal

=)

o]

Eait

Incompiats

Certified

August 2013




“HRSA" -

Phammacy/Affairs

OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

When attempting to update an
outpatient facility (Child) record
prior to the primary record, only

Cancel

the button
displays. Message states, “You
must update the primary record
prior to certifying or decertifying
an outpatient facility.”

Click the e button
and the Authorize and Submit
screen displays.

Cancel

Click the button to

remain on the CE Details record.

Authorize and Submit

Authorize and Submit screen
displays when all covered
entities in a batch have been
certified/decertified.

After reviewing, carefully read
the Authorizing Official
Attestation language in the
Authorized Signature section.

Click the checkbox in the
Authorized Signature section.

Click the | Authorize and Submit |

button and the Confirmation
screen displays.

Information entered or modified
is not committed to the 340B
system until the

| Authorize and Submit | button is

performed. Once the button is
clicked, the information is
updated to the permanent
record.

o

You mustupdate the primary hospital recard PED523300-00 prior to certifying or decertifying an autpatientfacilty.

Message from webpage

\?) Click the OK button which completes the certification for this covered ertity record, and does not allow additional changes. Click the Cancel button to continue 1o update the recard

@H RSAQH;S%acyAffairs

Home Covered Entities ¥ Contract Pharmades ¥ Manufacturers ¥

Children's Hospital Grantee/ Program Manager Batch
Certification 2013

Repons

NOTE: Recertification is not complete until you check the certification statement below and
click the "Authorize and Submit"button.

Covered Entities

The number of rows retumed: 4

Rows/Page

Batch . Subdivision : PM/AO
3408 ID Noweny Entity Name e Address city state  zip  Pu/P%
4900 HUELLER

PED453310-00 453310 DELL CHILDRENS HEDICAL CENTER Yy AUSTIN TX 78723 Certified
T —

PED453310-01 453310 DELL CHILDREN'S HEDICAL CENTER JORDAN BLVD.. AUSTIN TX 78723 Certified
PLASTICSURGERY 312 30
CENTER
STLORENS SO 1301 BaRmars

PED453310-02 453310 DELL CHILDRENS HEDICAL CENTER TemeE JORDAN BLVD., AUSTIN TX 78723 Certified
CENTRALTENAS  SUITE4M
bell chilgren's 1301 Barbara Jordan

PED453310-03 453310 DELL CHILDRENS LEDICAL CENTER Neurosurgery Center L0 2310 sustin TX 78723 Certfied
of Central Texas el St

B

Program Manager/Authorizing Official

Name: SANDY DEE

Title: CEO
Phone: 512-324-0106 Ext:
Email: sandydee @zzz.net

Authorized Signature

. The undersigned represents and confirms that he/she is fully authorized to legally bind the covered entity and certifies that the contents of any statement made or reflected in this document
+afe truthful and accurate. Failure to recsrtity may be grounds for removal fram the 3408 Program

The undersigned futher acknowledges the 3408 covered entity's respansibility to abide by the following

A3 an Authorized Official, | certify on behalf of the covered enity that

(1yall information listed on the 3408 Program database forthe covered entity is complete, accurate, and correct

(2)the covered entity meets all 3408 Pragram including (it 340B(a)()(L)(il) and the Statutory Prohibition on Graup Purchasing Organization
Paticlpaton Policy Release 2013-1,Whizh NS UIES Mtine Corered enity NOSDaI 4365 ot BLaIN £0vEre SUIpLENt rugs tISUSN & GraUf BUTERASING S1gaNEaton o cther araus
purchasing arrangement:

(3 the covered entity will comply with al requirements and restrictions of Section 3408 ofthe Public Health Service Act and any accompanying regulations or guidelines including, but nat
limited 1o, the prahibition against duplicate discountsirebates under Medicaid, the prahibition againsttransferring drugs purchased under 3408 to anyone ather than a patient of the entiy,
and the exclusion of arphan drugs for critical access hospitals, free-standing cancer hospitals, sole community hospitals and rural referral centers

(43the covered entity maintains auditable records compliance with the described above;

(5 the covered entity has systems/mechanisms in place to ensure ongoing compliance with the requirements descrited above:

(B fthe covered entity Uses contract pharmacy senices, that the coniract pharmacy arrangement is being performed in accordance with OP requirements and guidslines including, butnot
limited 1o, that the covered entity obtains suficient infarmation fram the contractor ta ensure compliance with applicable policy and legal requirements, and the hospital has utilized an
appropriate methodelagy to ensure compliance (.9., thraugh an independent audit or ather mechanismy;

(7the coversd entity acknowledges its responsibility to contact GPA as s00n as reasenably possibls f there is any material change in 3408 sligibility and/or material breach by the covered
entity of any of the foregaing; and

(8 the covered entity acknowledges thatif there is a breach of the requirements described above thatthe covered entity may be liable to the manufacturer of the covered outpatient drug thatis
1he subject of the vialation, and, depending upon the circumstances, may be subject to the payment of interest and/or remaval from the list of eligible 3408 entities.

Authorize and Submit

HHS Privacy Policy Notice OMB Number: 09150327, Expiration: 10/311;
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'@HR SAOSﬁg%aq_!Aﬁafrs

OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

Click the button and the

340B HRSA OPA homepage
displays.

Authorizing Official and Primary
Contact receive this notification.

Click on the Logout button at the
top right of the screen to exit the
system.

IMPORTANT: You can continue
to log in with your User Name
and Password to view when
HRSA OPA has completed
approval of your entities
Recertification.

Once OPA has completed
verification, your login
credentials will no longer be
active and this screen displays.
Refer to page 23 to view the
changes on the History tab.

When changes are made to the
covered entity record during
certification and approved by
OPA, the Authorizing Official will
receive a 340B database
modficiation email with the
changes listed with before and
after values.

@H RSAhSHeﬁxr}%acv Affairs

Home Covered Entities ¥ Contract Pharmacies ¥ Manufacturers v Reports

Thank you for recertifying your 3408 Covered Entity records. ff you are the authorizing official for more than ane organization, you will need to repeat the verification
process for each addtional organization. Otherwise, no further action is required on your part at this time

The information you provide during recertification will be reviewed by OPA for completeness and compliance with program requirements Any changes you submit, if
appraved, will not be reflected in the 3408 database until you receive an e-mail informing you that recertification is complete. At that time. you may review your information
atthis link:

http:// t.hrsa.gov/OPA/CESearch,

Need help or have additional questions? Please contact the 3408 Recertification Team:

Apexus Phone: 1-688-340-2787
Email: 340B.recertification@hrsa.gov

OMB Number: 0315-0327, Expiration: 10/3112015|

HHS Privacy Policy Notice

You are at Initiative Dashboard.

Officelofi
<'@H RSA PhammacyAffairs

Recertification D. d > Initiati d

Recertification Initiative Name: PED-UG 2013
Start Date: 7/15/2013
End Date: 8312013

Program Type: Children’s Hospital
Certification Due Date: 8152013

Initiative Batches

Rows/Page

The number of rows retumed: 1

of I
Entities Certification

452210 4 v

1

Batch Name

OMB Number: 0915-0327, Expiration: 10/31/2015|

[HHS Privacy Policy Notice

<@ Officelof:
5 =
PharmacyAffairs
Home Covered Entities ¥ Contract Pharmacdies Y Manufacturers ¥ Reports

You are at Recertification Dashboard.

Recertification Initiatives

The number of rows retumed: 0

Rows/Page

HHS Privacy Policy Notice OMB Number: 0915-0327, Expiration: 10/31/2015|

DELLC 2 CENTER, Del Chidren's
sowing
Fthe re
t1@nrsa gov so that o Pisase referance your 3408 1D numBer in the communication. AddTon! change requests
Answers, 8 servie of the 3408 Prime Vendor Program, a1 888-340-2787 or Apexusanses @34000v0 oM.

August 2013
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'@HR SAqgﬁgﬁ;waq_!Aﬁafrs

OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS EXAMPLE

ie s . Officelon ——
Decertlﬁwng Covered E nﬂty <@HRS A Pharmacy Affairs You are at Initiative Dashboard.
e Authorizing Official can request Home Covered Entities ¥ Contract Pharmacies ¥ Manufacturers v Reports

to ‘decertify’ a- Cove red ent'ty, Recertification Dashboard > Initiative Dashboard
which is requesting that the

Recertification Initiative Name: PED-AUG 2013

Program Type: Children's Hospital

entity will no longer participate in startDate: 312912

End Date: 83112013

the 340B Program.

e For Hospitals, when the primary Aiotiee Batche
covered entity (Parent) is

decertified, then the system
automatically decertifies all the . zar
associated outpatient facilities E
(Children).

e Primary hospital (Parent) can be
certified, and the Authorizing
Official can select to decertify
applicable outpatient facilities
(Children).

1. Click on Batch Name link on the Office of
Batch Dashboard and the Batch SHRS Ao i FOHiSIE SESAICHBESIRRaIc

Dashboard displays. Home Covered Entities v Contract Pharmacies v Manufacturers v Reports
2' CliCk On applicable 34OB ID Iink Recertification D d > Initiative D: d > Batch d

and the Covered Entlty Detalls Recertification Tnitiative Name: FED-AUG 2013

Batch Name: 022202 Entity Type: Children's Hospitel

record displays. Start Date: 212072 End Date: 5212000

Certification Due Date: 82012012
PM/AO Name: JIM JONES PM/AO Phone: £50-728-0031
PM/AO Email: jjones@zyz.net

Certification

[HHS Privacy Policy Notice OMB Number: 0915-0327, Expiration: 1013112014

Covered Entities

Tre e o s et 12 roispae

Batch - Subdivision - i PM/AD
3408 1D Entity N

sl ntity Name e Address city state zip  FM/AQ
PED053305-00 052205  LUCILE FACKARD CHILDRENS HOSFITAL 725 WELCH ROAD FALC ALTO CA 84304  Incomplate
PEDO53305-01 052305 LUCILE FACKARD CHILDRENS HOSFITAL MED SFECIALITIES 730 WELCH ROAD FALG ALTO CA 84304 Incomplete

SOUTHBAYILOS 14777 LOS GATOS
02 053305  LUCILE PACKARD CHILDREN'S HOSFITA! 2 ca  ssoaz
PED053305-02 AL oooTe Jetenl Los GaTos 95032 Incomelste
905 | LUGILE PACKARD G . CASTRG 1174 CASTRO ST, . .
PEDOS53305-03 05220%  LUCILE FACKARD CHILDRENS HOSPITAL  SASTHO Jaligses MOUNTAINVIEW ~— CA 84040  Incomelate
PED053305-04 052205 LUCILE PACKARD CHILDRENS HOSPITAL NEURDSCIENCES 730 WELCH ROAD FALC ALTO CA 84208  Incomelate
PEDO53305-05 052205 LUCILE FACKARD CHILDRENS HOSFITAL FRIMARY CARE 730 WELCH ROAD FALG ALTO CA 84304  Incomplete
PEDO53305-06 052205  LUCILE FACKARD CHILDRENS HOSPITAL  RENALIDERM 770 WELCH ROAD FALG ALTO CA 34304 Incomelate
PEDOS3305-07 053305  LUCILE FACKARD CHILDRENS HOSRITAL Toor 0 720 WELCH ROAD FALG ALTO CA 84304 Incomplete
PEDO53305-08 053205  LUCILE PACKARD CHILDRENS HOSPITAL SJ70 . 720 WELCH ROAD FALC ALTO CA 84208 Incomelate
PEDO53305-09 053305  LUCILE PACKARD CHILDREN'S HOSRITAL  [MOSI-E FEALTH - 725 ye o rosn PALO ALTO P
PED053305-10 052205  LUCILE PACKARD CHILDRENS HOSPITAL CARDIOLOGY 725 WELCH ROAD FALD ALTO CA 24304  Incomelate
PED053305-12 052305 LUCILE FACKARD CHILDRENS HOSFITAL HEMATOLOGY 770 WELCH ROAD FALC ALTO CA 84304  Incomplate
53305 C ACKARD Cl aL [NFANT o A ALO A CA

PEDOS3305-13 052205  LUCILE PACKARD CHILDRENS HosPITAL DENT - 730 weLCH RoaD FALC ALTO CA 84208 Incomelate
PEDO53305-14 052305 LUCILE FACKARD CHILDRENS HOSFITAL ONC/STEMCELL 725 WELCH ROAD FALC ALTO CA 84304  Incomplate
PEDO53305-15 052305  LUCILE FACKARD CHILDRENS HOSFITAL  CHILD FEVCH 401 QUARRY ROAD  FALG ALTO CA 84304 Incomplete
1

[HHS Privacy Policy Notice OMB Number: 03150327, Expiration: 10/21/2015
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@HRSAHF;W;H’HWAWBTN

OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

3. Click the Edit pytton for the
Covered Entity Date Information
section to update Termination
fields.

Exception: Qualification
Information fields for hospitals
become optional only when a
covered entity is decertified.

@H RSAHF%E;I”;“BW Affairs

Home Covered Entities v Contract Pharmacies ¥ Manufacturers v

Covered Entity Details

Reports

340B ID: PED053305-00

. LUCILE PACKARD CHILDREN'S
Entity Name: \ oo ™
Entity Sub-Division Name:
Medicare Provider Number: 053305

Entity Type: Children's Hospital
Grant Number:

Covered Entity Address
Main Address (PO Box Mot Allowed)

725 WELCH ROAD
PALO ALTO, CA 94304

Edit

Billing Address
LUCILE PACKARD CHILDREN'S HOSPITAL - ACCOUNTS PAYABLE

725 WELCH ROAD MC5553
FALQ ALTO, CA 94304

Covered Entity Date Information

Edit

Registration Date: 1152010

Participating Start Date: 11912010

Participating Approval Date: 1122010 Termination Reason:

Termination Date:
The date the entity became ineligible:

Last date that 3408 drugs were or will be
purchased under this 3408 ID:

Termination Comments:

Qualification Information

Edit

Qualifying information for outpatient facilities (ahild sites) will be automaticelly canried over from the main hospits! record: pleass email us st
340B.recertification@hrsa.gov if you ness to report an independent DSH sdjustment peroentage, cost reccrting period or ownership classificstion for s particuler site
Crganizstions with DSH percentsges below applicsble thresholds must Geosrlify the parent hospitsl snd ALL sssocisted outpatient failities.

Entity is a Children's Hospital defined by section 1886(d)(1)(B)(iii) of the Social Security Act, and this status is recognized by
cHs.

Disproportionate Share Adjustment Percentage:

Cost Reporting Period From: to

Calculation Date:

Calculation Based On: Official Determination frem HHS Centractor

Hospital Classification: Public or Private Mon-Profit Hospital Granted Governmental Powers

Medicaid Billing
Edit
Medicaid Billing Information

You must answer the following question regarding Medicaid Billing:

Will you bill Megicsis for arugs purchasea st 2408 arug price? * =

Medicaid Number(s):

Medicaid Number State
wsc ‘

ZZR11103G

NPI Number(s):

NPI Number
1487442749 ‘

1447212770

Contact Information
Authorizing Official

Edit

horizing Official

: sandydee@zzz.net

£dif

HHS Privacy Policy Notice

OMB Number- 09

Expiration: 1

August 2013
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PhannacyAffaTrs

DETAILS

OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

Select a reason from the
Termination Reason drop-down
list, a required field.

Select a Termination Reason

site closure

DSH percentage below statutory minimum
loss of qualifying grant

for-profit conversion

voluntary withdrawal

If none of these Termination
Reasons meets your request,
send an email to:
340B.recertification@hrsa.gov.

Termination Reason instructions:

- If DSH percentage is below
the allowable threshold, the
Authorizing Official must
select, ‘DSH percentage
below statutory limit’ as the
reason. If not this error
message displays.

System auto-populates the

following fields to the first date of

the next quarter, which cannot

be edited:

- Termination Date

- The date the entity became
ineligible

- Last date that 340B drugs
were or will be purchased
under this 340B ID

System auto-populates the
Termination Comments, but
the field allows additional
comments to be added.

Click the CONTINUE 1 ion to
close the section.

Click the L.LECEMNY | pytron
and a warning message displays
pertaining to terminating
outpatient facilities and active
and pending Contract Pharmacy
contracts.

Covered Entity Date Information

Registration Date:

Participating Start Date:
Termination Reason:

Termination Date:

The date the entity became ineligible:

Last date that 340B drugs were or will be
purchased under this 340B 1D:

Termination Comments:

|SE\EEI a Termination Reason ~

L I=H
[ =
[ =

Continue Undo

Errors:

meet the specfied threshold.

For Termination Reason, select reported DSH percentage below statutory minimum' because the DSH percentage reported does not

Covered Entity Date Information

Registration Date:

ing Start Date:

[rzzoio &8N

11912010

Termination Reason:
Termination Date:
The date the entity became ineligible:

Last date that 3408 drugs were or will be
purchased under this 3408 ID:

Termination Comments:

&
[
-
[0

Continue Undo

Upon completion of this termination process, your
authorizing official(a0) will receive an email, please
ensure that your RO reviews the email and respond to the
content.

Message from webpage

\-)(, Are you sure you want to decertify this Covered Entity? All oLtpatient facilties will automatically be decertified and any active or pencling Contract Pharmacy contracts will also be terminated. Click

the OK huitton which decertifies this covered entity record, and does not allow additional changes. Click the Cancel button to continuie to update the record,

August 2013




OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

An error message displays
if the Certify button is

selected when a
Termination Reason displays.
Click the ok button and
the Authorize and Submit screen
displays.

Authorize and Submit screen
displays once all covered entities
in a batch have been
certified/decertified in a batch.

—
-

For this example, the
primary covered entity

(Parent) was decertified;
the system automatically
decertified all the outpatient
facilities (Children).

Click the . checkbox in the
Authorized Signature section.

Click the I Authorize and Submit |

button and the Confirmation
screen displays.

Errors:

CE cannot be Certified with a Termination Reason.

“HRSA";

Phanmacy/Affains

Home Covered Entities ¥ Contract Pharmacies ¥ Manufacturers ¥

Children's Hospital Grantee/ Program Manager Batch
Certification 2013

Reports

NOTE: Recertification is not complete until you check the certification statement below and

Covered Entities

The number of rows retumed: 15

3408 ID Batch
Name

PED053305-00 053305
PED053305-01 053305
PED053305-02 053305
PED053305-03 053308
PED0S3305-04 053305
PED053305-08 053305
PED053305-08 053305
PED053305-07 053308
PED053305-08 053305
PED053305-09 053308
PED053305-10 053305
PED053305-12 053308
PED053305-13 053308
PED0S3305-14 053305
PED053305-1 053308

click the "Authorize and Submit"button.

Entity Name

LUGILE PACKARD GHILDREN'S HOSPITAL
LUCILE PACKARD CHILDREN'S HOSPITAL

LUCILE PACKARD GHILDREN'S HOSPITAL

LUCILE PACKARD CHILDREN'S HOSPITAL
LUCILE FACKARD CHILDREN'S HOSPITAL
LUCILE PACKARD CHILDREN'S HOSPITAL
LUCILE FACKARD CHILDREN'S HOSPITAL
LUCILE PACKARD CHILDREN'S HOSPITAL
LUCILE PACKARD CHILDREN'S HOSPITAL
LUCILE PACKARD CHILDREN'S HOSPITAL
LUCILE FACKARD CHILDREN'S HOSPITAL
LUCILE PACKARD CHILDREN'S HOSPITAL
LUCILE PACKARD CHILDREN'S HOSPITAL
LUCILE PACKARD GHILDREN'S HOSPITAL
LUCILE PACKARD CHILDREN'S HOSPITAL

Subdivision
ame.

WED SPECIALITIES
SOUTHBAYILOS
GATOS

CASTRO COMNONS
NEUROSCIENCES
PRIMARY CARE
RENALDERM

RESP. SPECIALTIES
SURG SPECIALITIES
WOBILE HEALTH -
VAN

CARDIOLOGY
HEMATOLOGY
INFANT
DEVELOPMENT
ONG/STEM CELL
CHILD PSYCH

Rows/Page

Address

725 WELCH ROAD
730 WELCH ROAD

14777 LOS GATOS
BLVD., STE 200

1174 CASTRO ST,
STE. 250

730 WELCH ROAD
730 WELCH ROAD
770 WELCH ROAD
730 WELCH ROAD
730 WELCH ROAD
725 WELCH ROAD

725 WELCH ROAD
770 WELCH ROAD

730 WELCH ROD

725 WELCH ROAD
401 QUARRY ROD

city

PALO ALTO
PALO ALTO

LOS GATOS

HOUNTAIN VIEW
PALOALTO
PALOALTO
PALOALTO
PALOALTO
PALO ALTO
PALOALTO
PALOALTO
PALOALTQ
PALOALTO
PALO ALTO
PALO ALTO

" PI (o]
State  ZIP certification

CA 94304 Decertified
CA 94304 Decertified
CA 95032 Decertified
CA 94040  Decetied
CA 94304 Decertified
CA 84304  Decetiied
CA 94304 Decertified
CA 94304  Decetfied
CA 94304 Decertified
CA 94304  Decetied
CA 94304 Decertified
CA 94304  Decetied
CA 94304 Decertified
CA 84304 Decetiied
CA 94304 Decertified

1

Program Manager/Authorizing Official

Name: JIM JONES
Title: CFO

Phone

650-736-0031 Ext:

Email: jjones@zyz.net

Authorized Signature

The undersigned further acknowledges the 3408 covered entity's responsibility to abide by the fallowing:

As an Authorized Official, | certify on behalf of the covered entity that:
(T)all information listed on the 3408 Program database for the covered entity is complete, aceurate, and correct

(2)the covered entity meets all 3408 Pragram eligibility requirements, including (i applicable) section 340B(a)(4)XL)(ii) and the Statutory Prahibitian on Group Purchasing Organization
Participation Policy Release 2013-1, which ensures that the covered entity hospital does not obtain covered outpatient drugs thraugh a group purchasing arganization of other graup

purcnasing arrangement;

(3)the covered entity will comply with all requirements and restrictions of Section 3408 of the Public Health Senice Act and any accompanying regulations or guidelines including, but ot
limited 1o, the prohibition against duplicate discountsirebates under liedicaid, the proibition against transferring drugs purchased under 3408 to anyone other than a patient of the enti,

andthe exclusion of orphan drugs for ciitical access hospitals, fres-standing cancer hospitals, sole community hospitals and rural referral centers

(4) the covered entity maintains auditable records
(5)the covered entity has systems/mechanisms in place to ensure ongoing compliance with the requirsments described above;

(8)ifthe covered enfity uses contract pharmacy senicss, thatthe contract pharmacy arrangementis being performed in accrdancs with OPA requirements and guidelines including, but nat
limited 1o, that the covered entity abtains sufficientinformation fram the contractor ta ensure compliance with applicable policy and legal requirements, and the hospital has utilized an
appropriate methodology to ensure compliance (.0., through an independent audit or other mechanism)

(7)the covered entity acknowledges its responsibility to contact OF A 3s soon as feasanably possible if there is any material change in 3408 eligibility and/or material breach by the covered

entity of any of the foregaing; and

(8)the covered entity acknowlzdges that ifthere is a breach ofthe requirements described above thatthe covered entity may be liable to the manufacturer of the covered outpatient drug that is

compliance with the

described above;

The undersigned represents and confirms that he/she is fully authorized to legally bind the covered entity and certifies that the contents of any statement made or reflected in this document
are truthful and accurate. Failure to recertify may be grounds for removal from the 3408 Program.

the subject of the violation, and, depending upon the circumstances, may be subjectto the payment of interest andior removal fram the list of eligible 3408 enties.

Authorize and Submit
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'@HR SAﬂgﬁgr?;wawAﬁairs

OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

10. Click the button and the
340B HRSA OPA homepage
displays.

¢ Authorizing Official can view the
Batch Dashboard, which
displays the AO Certification
status as “Decertified”.

Officelof:
i@ Phanmacy/Affairs
Home Covered Entities ¥ Contract Pharmacdies v Manufacturers v Reports

Thank you for recertifying your 340B Covered Entity records. If you are the authorizing official for more than one organization, you will need to repeat the verification
process for each additional organization. Otherwise, no further action is required on your part at this time

The information you provide during recertfication will be reviewed by OPA for completeness and compliance with program requirements. Any changes you submit, if
approved, will not be reflected in the 3408 database until you receive an e-mail informing you that recertification is complete. At that time. you may review your information

at this link:

http:/ /opanet.hrsa.gov/OPA/CESearch.aspx

Need help or have additional questions? Please contact the 3408 Recertification Team

Apexus Phone: 1-888-340-2787

Email: 3408 .recertification@hrsa.gov

acy Policy Notice

HRS

Number: 09150327, Expiratior

Office of:

macyAffairs You are at Batch Dashboard.

Home Covered Entities ¥ Contract Pharmacies v Manufacturers v Reports

hboard > Batch Dashboard

Covered Entities
The number of rows retumed: 15

Batch

3408 ID e

PED053205-00 053305
PED053205-01 053305

PED0533205-02 053308

PED0533205-03 053305
PED0533205-04 053305
PED053205-05 053305
PED0533205-06 053305
PED0533205-07 053305
PED053305-08 053305
PED053305-09 053305
PED053305-10 053305
PED053305-12 053305
PED053305-13 053305
PED053305-14 053305
PED053305-15 053305

Recertification Initiative Name: PED-AUG 2013

Certification Due Date: /2012013

Batch Name: 053305
Start Date: 81/2013

Entity Type: Children's Hospital
End Date: 2212013
PM/AO Name: I 10NES PM/AO Phone: 550-736-0031
PM/AO Email: [jones@zyz.net

Rows/Page:

. Subdivision . . PI
Entity Name vl Address. city State Zip o ad v
LUCILE PACKARD CHILDREN'S HOSPITAL 725 WELCH ROAD PALO ALTO CA 94304 Decertified
LUCILE PACKARD CHILDREN'S HOSPITAL MED SPECIALITIES 730 WELCH ROAD PALO ALTO CA 94304  Decertified

LUCILE PACKARD CHILDREN'S HOSPITAL giTUg: BAVILOS 14777108 GATOS

BLVD. STE 200 LOS GATOS CA 95032 Decertiied

LUCILE PACKARD CHILDREN'S HOSPITAL CASTRO COMMONS ;WTEOEEAUSTRO st MOUNTAIN VIEW CA 94040 Decertified
LUCILE PACKARD CHILDREN'S HOSPITAL NEUROSCIENCES 730 WELCH ROAD PALO ALTO CA 94304 Decertified
LUCILE PACKARD CHILDREN'S HOSPITAL PRIMARY CARE 730 WELCH ROAD PALO ALTO CA 94304 Decertified
LUCILE PACKARD CHILDREN'S HOSPITAL RENAL/DERM 770 WELCH ROAD PALO ALTO CA 94304 Decertified
LUCILE PACKARD CHILDREN'S HOSPITAL RESP.SPECIALTIES 730 WELCH ROAD PALO ALTO CA 94304 Decertified
LUCILE PACKARD CHILDREN'S HOSPITAL SURG SPECIALITIES 720 WELCH ROAD PALO ALTO CA 94304 Decertified
LUCILE PAGKARD CHILDREN'S HOSPITAL VELEREALTHS 725 wELCH ROAD PALO ALTO CA 94304 Decertfied
LUCILE PACKARD CHILDREN'S HOSPITAL CARDIOLOGY 725 WELCH ROAD PALOALTO CA 94304  Decerfied
LUCILE PAGKARD CHILDREN'S HOSPITAL HEMATOLOGY 770 WELCH ROAD PALO ALTC CA 94304 Decertified
§ INFANT .
LUCILE PAGKARD CHILDREN'S HOSPITAL [ — 730 WELCH ROAD PALOALTO CA 94304  Decerified
LUCILE PAGKARD CHILDREN'S HOSPITAL ONG/STEM CELL 725 WELCH ROAD PALO ALTC CA 94304 Decertified
LUCILE PAGKARD CHILDREN'S HOSPITAL CHILD PSYCH 401 QUARRY ROAD PALO ALTO CA 94304 Decertified

OMB Number: 091
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SHRSA

PharmacyAffairs

OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

AO Logging Out

When logging out, Authorizing
Official must completely log-out
of the session because the
system retains their login
information. This is important
when receiving multiple emails
for different covered entities.
Each session must be
completely closed prior to
opening a hew session.

Click on - in the upper
right of the OPA 340B

homepage. The session
remains open.

Click on located at top of

browser window screen and the
session is closed.

Once all covered entities (single
or multiple) are “certified” or
“decertified”, the Authorizing
Official cannot access the
Recertify Covered Entities link
on the HRSA OPA home page to
view.

Viewing Recertification Info

Authorizing Official can view the
history of changes during
recertification by searching for
the covered entity using the
Search Covered Entities link and
entering criteria.

History tab on the Covered Entity
Details screen provides view of
recertification history.

Officelof;

Pharmacy,Affairs

=HRS

Covered Entities ¥ Contract Pharmacies ¥ Manufacturers v

Home J
i Useful Links

» Help
» Reports
(¥ » User Guides
» Forms
29 » Termination Codes
& < ! » Archived Medicaid Exclusion Files
» Covered Entity Acronyms
&5 5 Notes
"l > contacts

Covered Entities

Contract Pharmacies Manufacturers

» Search Covered Entities » Search Contract Pharmacies » Search Manufacturers

» Search Medicaid Exclusion File » Register a Contract Pharmacy
» Register a Covered Entity
» Register an Outpatient Facility

» Recertify Covered Entities

What's New Important Notifications

@HRSAng%%acyAﬁairs

Home | Covered Entities ¥ | Reports

Manufacturers ¥

Contract Pharmacies ¥
Useful Links

& » Help

. » Reports

» User Guides

» Forms

» Termination Codes

» Archived Medicaid Exclusion Files
» Covered Entity Acronyms

» Notes

» Contacts

Contract Pharmacies Manufacturers

» Search Covered Entities » Search Contract Pharmacies » Search Manufacturers

» Search Medicaid Exclusion File » Register a Contract Pharmacy
» Register a Covered Entity » Request Contract Terminations
» Register an Outpatient Facility

» Submit Change Request

‘@H RSAOl;hérpr{nacy Affairs

Home Covered Entities ¥ Ceontract Pharmacies ¥ Manufacturers ¥

RWI20774 - PRINCE GEORGE'S COUNTY HEALTH DEPARTMENT

Reports

[r———
m|/\ddresses H Dates H Medicaid H Contacts H Contract Pharmacy H Parent/Child \ Recert Mgt i History

Covered Entity Details

340B1ID: RWI20774
PRINCE GEORGE'S COUNTY HEALTH
DEPARTMENT

DIVISION OF EPIDEMIOLOGY &
DISEASE CONTROL

Entity Type:Ryan White Part A

Entity Name:
ty Grant Number: DC EMA

Entity Sub-Division Name:

Medicare Provider Number:

HHS Privacy Policy Notice

OMB Number: 0915.0327, Expiration: 10/31/2015
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“HRSA -

Phammacy/Affairs

OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

History provides details including
field name, section, event,
values before and after,
timestamp of change and person
who made the change.

OPA Review and Approval

OPA review can include the

following:

- Accept and approve all or
partial proposed changes

- Revise proposed changes all
or partial proposed changes

- Reject proposed changes all
or partial change

An email notification is sent to
the Authorizing Official once the
OPA Reviewer completes review
and approves and/or decertifies
all Covered Entities in a batch.

IMPORTANT: If the Authorizing
Official contact information is
updated during certification, the
recertification confirmation will
be emailed to the “new”
Authorizing Official’s email
address.

Office of

PhammacyjAffairs

=HRS

Contract Pharmacdies ¥

Home Covered Entities v

RWI20774 - PRINCE GEORGE'S COUNTY HEALTH DEPARTMENT

Details_| [ Addresses |[_Dates | [ Medicaid || Contacts || Conract Phammacy || ParenvChila || Recen vt | [IEECdl
Filters
Results
Humbat of rows retumed 19 RowsPage: [10_ @ Show Filter Ciiteria
Field Section  Event  Value Before Value After Timestamp user D
Canticaion Date Dawinls  Recedty 10712011 w03 B2 103224 A0 ardin
Certification Date Date Info Recertify 1012010 1012011 08/20/2011 082324 FM  JaeChai
1701 HCCORMICK DRIVE
Hain Adress sddresses Add SUTE 24 0BOS2I00R085IAN  musin
LARGO D, 20774
GUNTHER FREEHILL
BUREAL CHIEF, CARE
Auhorizing Ofcial Contacs add HOUSING 41D SUPFORT 0BDS2010090553 A0 ruein
SERVICES
2026714200

Confirmation

Dear 3408 Covered Entity Authorizing Official,

Thank you for completing recertification of your 3408 covered entity site(s). No further action is reguired on your part at this
time.

You may now review your entities' information at this link - http://opanet.hrsa.gov/OPA/CESearch.aspx.

If you find any errors or have any additional changes to names, addresses, contact information and/or Medicaid billing
details, please submit an online 340B Change Reguest (http://opanet.hrsa.gov/OPA/CRPublicSearch.aspx). Please note that
paper change request forms (http://vwww.hrsa.gov/opa/programrequirements/forms/index.html} are still required for
entity termination requests, changes to Authorizing Officials and/or changes to contract pharmacy relationships.

NEED HELP?

Questions regarding recertification may be directed to the 3408 Prime Vendor Program at 1-888-340-2787, or by sending an
e-mail to ApexusAnswers@3408pva.com.

Termination Confirmation

This is to notify you that the Office of Pharmacy Affairs (OPA) has terminated the participation of METRO PUBLIC HEALTH
DEPARTMENT, LENTZ HEALTH CENTER located at 311 23RD AVENUE NORTH, NASHVILLE, TN 37203 as a FP covered entity in
the 3408 Program. The effective date is 7/1/2013. This site was terminated due to termination for cause.

You may view the details of this termination action at the following link: htto://opanet.hrsa.gov/opa/Default.aspx

- In the middle section of the Homepage under “Covered Entities,” click the first ogtion, “Search Covered Entities”.
- Enter FP372035 in the field marked "3408 ID" and click “Search".

- When the results display, click on the 340B ID number on the left to display the contents of the record.

If you have any guestions, please contact us at opastaff@hrsa.gov.

Office of Pharmacy Affairs

5600 Fishers Lane, Mail Stop 10C-03
Rockville, MD 20857
1-800-628-6297
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SHRSA

PharmacyAffairs

OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

DETAILS

EXAMPLE

IMPORTANT: You can continue
to login with your User Name
and Password to view if HRSA
OPA has completed their
verification of your entities
Recertification. However, once
OPA has completed their
verification your login credentials
will no longer be active, and this
screen displays. Refer to page
23 to view the History tab.

Your user name and password
are only active for 90 days
during Recertification, and will be
deactivated on day 91. Each
year during Recertification, you
will receive a new user name
and password.

All other changes to the covered
entity record need to be
submitted via the Change
Request process at:
http://opanet.hrsa.qov/OPA/CRP
ublicSearch.aspx.

@H R s Aoﬁ;g;,% acy Affairs You are at Recetrtification Dashboard.

Home Covered Entities ¥

Recertification Initiatives

The number of rows retumed: 0

Contract Pharmacies ¥ Manufacturers ¥ Reports

Rows/Page

ivacy Policy Notice OMB Number: 0915-0327, Expiration: 10/31/2015|
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@HRSA %am ) AR OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

HRSA OPA FREQUENTLY ASKED QUESTIONS

Where do | go for more information on the 340B Program and recertification?

Please direct inquiries to Prime Vendor Program at 888-340-2787 or visit the 340B web page at:
http://www.hrsa.gov/opa/index.html.

Am | required to fill out a change request form for recertification if my covered entity has no
necessary changes to be made in the 340B database prior to recertification?

No change request form will be required

My covered entity submitted a change request form; does this mean we are recertified?

No - a change request form only updates the covered entity’s information in the 340B database.
Recertification is a separate process that will require the covered entity’s Authorizing Official to
update covered entity information if necessary and certify to compliance with program requirements
during a specified time period. The hospital’s Authorizing Official is responsible for ensuring program
compliance for the covered entity. Recertification will cover the organization (parent) and all
registered outpatient/sub-grantee (child) sites in the program database. OPA, however strongly
recommends that you update the database using the change request form prior to recertification to
ensure a smooth recertification process. It is the covered entity’s responsibility to keep all information
in the 340B Program database up to date at all times. The program database is the sole source for
covered entity and manufacturer information.

During recertification, will the Authorizing Official and Primary Contact receive emails?

The Authorizing Official and Primary Contact will receive an email from OPA with the date that
recertification will begin, advanced notifications, and for all webinar and training events. On the
recertification start date, only the Authorizing Official will receive the required User name and
Password to perform recertification.

Who can or should be listed as the Authorizing Official?

Each entity type runs their 340B programs slightly different based upon several factors of grantee
status/sub-grantees/Federal funding distribution. The Authorizing Official is someone who
represents and confirms that they are fully authorized to legally bind the covered entity into a
relationship with the Federal Government and has knowledge of the practices and eligible programs
at that site. This would be the person responsible and whom the Federal Government would reach
out to for requests of compliance, integrity evaluations, and audits. So for many entities this is the
grantee of record or the Clinic Director based upon Federal funding streams. For hospitals it is
required that someone of the CEO/CFO/COOQ/President/Vice President level perform this role.
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@HRSA Pham'l ) AR OPA RECERTIFICATION GUIDE FOR PUBLIC USERS

6. |was told that we cannot list our in-house pharmacy as a child site. Is that correct?

Pharmacies are not eligible 340B covered entities and therefore, should not be listed as a child site
with a 340B ID in the database. If the site is only a pharmacy and is listed as a covered entity with a
340B ID, this pharmacy must be terminated from the database. It should then be determined
whether it is appropriate for the pharmacy to be added as a “ship to” address for the actual covered
entity in the database.

If the pharmacy is located within an offsite outpatient facility that also provides healthcare services
and provides 340B drugs to its patients, the outpatient facility must be registered as a child site with
the pharmacy listed as a “ship to” of that outpatient facility. When a pharmacy is supporting multiple
child sites of a parent entity, the pharmacy should be listed as a “ship to” address under the parent’s
3408B ID.

7. Is my Covered Entity required to submit our Medicaid/NPI number to the database?

If a covered entity bills 340B drugs to Medicaid it must provide that Medicaid billing number to the
Office of Pharmacy Affairs to ensure against duplicate discounts. For further clarification on whether
to submit your Medicaid/NPI number please review the Medicaid Exclusion Tutorial at:
http://www.hrsa.gov/opa/programrequirements/medicaidexclusion/index.html

If a child site bills under a different Medicaid Provider Number or NPI than the parent site, those
need to be appropriately listed with the child sites.

HRSA - U.S. Department of Health and Human Services

OPA - Office of Pharmacy Affairs

Authorizing Official — The Authorizing Official is someone who represents and confirms that they are
fully authorized to legally bind the covered entity into a relationship with the Federal Government and
has knowledge of the practices and eligible programs at that site. An Authorizing Official may be the
President, Chief Executive Officer, Chief Operating Officer, or Chief Financial Officer.

Parent — Primary covered entity.

Child — Outpatient facility or another covered entity associated with a “Parent”

Batch — For Recertification, the batch is the 340B ID of Parent and Child or common associated
numbers, such as grant or Medicare Provider numbers.

Dashboard — References screens in the system that allows user to follow status of recertification
progress.

Covered Entity Acronym List — Go to HRSA OPA homepage to view a list of all covered entity
acronyms at http://opanet.hrsa.gov/opa/CoveredEntityAcronyms.aspx.
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