Department of Health and Human Services, Health Resources and Services Administration, Healthcare Systems Bureau
OMB No. 0915-0327; Expiration Date: 10/31/2015

OFFICE OF PHARMACY AFFAIRS (OPA)
340B PROGRAM REGISTRATION FOR RURAL REFERRAL CENTERS AND SOLE COMMUNITY

HOSPITALS
To meet the eligibility requirements for a rural referral center or sole community hospital to %
participate and be listed as an eligible covered entity under Section 340B(a)(4)(O) of the Public @
Health Service Act, this registration form must be completed and submitted according to the
established deadlines that are published on the OPA website (www.hrsa.qov/opa). OC)
A completed registration package must include: \

(1) This basic registration information and compliance certification;

(2) A copy of Worksheet E, Part A from the latest filed Medicare cost report (for the DSH adj ent
percentage in Il, A, below.); and 6

(3) A copy of Worksheet S-2 to demonstrate ownership type, and depending upon typ%
additional documentation described in Il, B, below). \$

The entire package must be submitted on the same day to be considered co . Incomplete
packages will not be processed. ! 2

R
I. Hospital Information: \

Hospital Name:

All documentation described in 1-3 above is required to constitute a complete rg\s ration package.

v
Medicare Provider Number: %C)‘OQ\\(\ A\O
Employer Identification Number: g / O Q)
Hospital Street Address: Q 520 ~ :

)
City: ,.Qg . (\Q ‘(\& State: ZIP:
Hospital Billing Address (if differ@; ;0 O\
O (O
City: . .6 O State: ZIP:

City: (\\\ \A\Q ’ State: ZIP:

Il. Eligibility cm{@

A. D|spr0por e Share Adjustment Percentage: % based on
Med|% st Reporting Period: __ /- [
B. T p ospital

\Q, If Owned or Operated by State or Local Government, check here O
(Submit supporting documentation to verify State/Local Government ownership or operation) Please refer to the
\Q Office of Pharmacy Affairs website for a description and examples of acceptable documentation.

& b) If a Private, Non-Profit Hospital with State/Local Government Contract, check here O
(You must complete and attach State/Local Government Certification form
(ftp://ftp.hrsa.gov/bphc/pdf/opa/DSHGovtCert.pdf) on the same day the registration form is submitted to the Office
of Pharmacy Affairs. Please refer to the Office of Pharmacy Affairs website for a description and examples of
acceptable documentation.
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c) If a Public or Private Non-Profit Hospital Formally Granted Governmental Powers, check here O and
submit the following:

1. The identity of the government entity granting the governmental power to the hospital;

2. A description of the governmental power that has been granted to the hospital and a brief
explanation as to why the power is considered to be governmental; and

S

3. A copy of an official document issued by the government to the hospital that reflects the formal Q)%
granting of governmental power. 0

lll. Medicaid Billing: You must answer the following question regarding Medicaid billing. ,’\\9

Will your entity bill Medicaid for drugs purchased through the 340B Drug Pricing Program\$
Yes O No O

If “Yes,” please provide the Pharmacy/Clinic Medicaid Provider Number(s) and/or@ﬂQal Provider Identifier(s)
(NPI) used to bill Medicaid for 340B drugs (please include the number( d Sta%

Medicaid Provider Number(s) and/@/

National Provider Identifier(s) or . A(b'\

must submit to OPA the pharmacy/clinic Medicai er al NPI is used to bill Medicaid for

outpatient drugs. If you are unsure of your Megh ing.n or NPI, please check with your State
Medicaid agency. It is important that your atu urate in the 340B database Medicaid
Exclusion File to prevent Medicaid rebate% ugst were ased under the 340B Drug Pricing Program

and to ensure that the state Medicaid y has ura ation for those drugs not purchased under the
340B Program. You must notify OP g&l' your Medicaid billing status.

If your entity bills Medicaid for 340B drugs that may b Clﬂ ect %\y f a Medicaid rebate to a state, you
|II

For more information, go to: htt .hr v/opd‘ﬁsedlcaldexclusion.htm

IV. Orphan Drug Exclu T 34 spt bject to the orphan drug exclusion (i.e., critical access
hospitals, free-standing can r ho [ mmunity hospitals and rural referral centers) are responsible
for ensuring that any orphan through the 340B Program are not transferred, prescribed, sold,
or otherwise used for the rar d|t| isease for which the orphan drugs are designated under section 526
of the Federal Food, Drug Act. Please choose one of the following:

O The hospital urchase orphan drugs under the 340B Program and maintain auditable records to
demonstraepompllance with the orphan drug exclusion.

O The
or

tal cannot or does not wish to maintain auditable records regarding compliance with the

drug exclusion and will purchase all orphan drugs outside of the 340B Program regardless of the
ation for which the drug is used and will not use a Group Purchasing Organization (GPO) to

rchase those drugs.

$
‘(\\CD Designated 340B Contact and Authorizing Official Information:

340B Contact Name:

Title:

Phone: Ext. Fax:

Email Address:
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Covered Entity Authorizing Official (Must be authorized to legally bind covered entity (e.g., CEO, CFO, COO)

Name:

Title:

Phone: Ext. Fax:

Email Address: @9

VI. Signed Agreement: Q

The undersigned represents and confirms that he/she is fully authorized to legally bind the cove@tity and
certifies that the contents of any statement made or reflected in this document are truthful and& rate. The
undersigned further acknowledges the 340B covered entity’s responsibility to abide by the Ing:

As an Authorized Official, | certify on behalf of the covered entity that: '\6
(2) all information listed on the 340B Program database for the covere i entity wHIQgéomplete accurate, and

correct;
(2) the covered entity will meet all 340B Program eligibility requir

(3) The covered entity will comply with all requirements and re, ns f ctlo 340B of the Public Health
Service Act and any accompanying regulations or guidelines dlng not %([ed to, the prohibition against
duplicate discounts/rebates under Medicaid, the prohlbltl alnstt sferrl ugs purchased under 340B to

anyone other than a patient of the entity, and the exclu |o dru crltlcal access hospitals, free-
standing cancer hospitals, sole community hospital alc
(4) the covered entity will maintain auditable reco mon |ng c ance W|th the requirements described

in paragraph (3) above;
(5) the covered entity has systems/mechani plig;s(@ensu(bo oing compliance with the requirements

described in (3) above;

(6) if the covered entity uses contract he contract pharmacy arrangement will be

performed in accordance with OPA me es including, but not limited to, that the covered

entity obtains sufficient informatig the ract @ensure compliance with applicable policy and legal
ppr jate methodology to ensure compliance (e.g., through an

f
requirements, and the hospital ilize
es

any material change in 340B eligib# erial breach by the covered entity of any of the foregoing; and
(8) the covered entity acknow re is a breach of the requirements described in paragraph (3) that
the covered entity may be i 0 th facturer of the covered outpatient drug that is the subject of the
violation, and, depending the bﬁalmstances may be subject to the payment of interest and/or removal
from the list of eI|g|bIe %0 entities.

independent audit or other msm
(7) the covered entity ackn edg @ty to contact OPA as soon as reasonably possible if there is
and/gx t
th h

Signature of ﬁu\l&@?ng Official: Date:

Public Burden Statement: An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information
unless it displays a currently valid OMB control number. The OMB control number for this project is 0915-0327. Public reporting burden for
this collection of information is estimated to average 2.0 hours per response, including the time for reviewing instructions, searching existing
data sources, and completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to HRSA Reports Clearance Officer, 5600 Fishers
Lane, Room 10-29, Rockville, Maryland, 20857.
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