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AGENDA
+ Data Request Review
+ Data Preparation Techniques
+ Audit Readiness Tools
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# 340bpvp.com/resource-center/340b-tools

COVERED ENTITIES | MANUFACTURERS | DISTRIBUTION | 3408 UNIVERSITY | HRSAFAQS | RESOURCE CENTER

Self-Audit: Contract Pharmacy >

HRSA

Self-Disclosure to HRSA and Manufacturer Template >
Establishing Material Breach Threshold >

340B Ceiling Price Unavailable/Incorrect 3408 Ceiling Price
Notification for HRSA >

HRSA Audits of Entities >

Sample HRSA 340B Audit Data Request List (DRL) for Covered
Entities >

Sample HRSA 340B Audit Data Request for Manufacturers >

5/21/2024

HRSA DATA
REQUEST LIST

* https://www.340bpvp.com/Document
s/Public/340B%20Tools/sample-hrsa-
340b-audit-data-request-for-covered-

entities.pdf

1. POLICY AND PROCEDURE
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1. POLICY AND PROCEDURE

Policy Elements
* Registration and Recertification
* Maintenance of OPAIS
* Compliance with registration
* Procurement, and exclusions to the definition of a covered outpatient drug
* Oversite-internal and external audits
* Prevention of Diversion
* Prevention of Duplicate Discounts
* Material Breach and Self Disclosure
* Eligible locations for special circumstances

New for FY24 (15t change):
* Prevention of Diversion and Duplicate Discount at ALL pharmacies

SPEND MEND WWW.SPENDMEND.COM

POLICY SAMPLE

Policy Title: 3408 Referral Prescription
Categor 3408 Program Drugs Not Considered Covered Qutpatient Druas

340B Program Policy and Procedure
Responsible Approving Signature(s): fective:
Executive/Authorizing Official Approval
Pharmacy/Primary Contact Approval

Kot 1ap 1o

Pharmacy/Primary Contact Appeaval

Review Dates Thek of tap 1o 6nier & dak | a Reamon
012}
Policy Statement SArRGra (31 ana 8 Dleen AL oher a8 vzt Ao
PURPOSE + Uncoinas ae reusatac by tha FOA a8 /ascnas, Scos, and Brogers” - not 618
This palicy and procedure document is intended to ensure thal [Covered Enlity), which paricipales in thallne"wwmmd oot ] eovcer sl i o kil ke, ek gonty T -
the Health 1 ministration. (HRSA) 3408 Drug Pricing Program (34 ‘e ouiside provider consider for fl v purchased inventory at (Coverod Mo EhwresunestProden Attt
P oot i AL 4o, ot | Framay o ciobe o cam capre ond sskenshment o (Coveed C1] conto e N i S e P
m"’g " robyi appl "’9 pharmacy with 3408 purchased inventory as lng as the (Covered Enity) il remain compliant with d
U3 DOHCy. g i ooy meeting 3408 eligibiity requirements related to ma Referral Prescription
any such law, furthermore, the purpose is (o define a systemalic app«mn o protec the mlegul’y of 3. Medicsl Devices
‘and adherence to the nuies and regulations of the HRSA 3408 Program Definition
BACKGROUND Esgibie patient - !!.llmhlﬂl
Section 3408 of the Public Health Service Adt (1992) requires drug manufacturers participaling in the A pabent of a covred ety that meets HRSAS 0fnibon of a patient A 3408 elgibis patient may v g,
Medicari Dug Rebato Program 0 59 @ phamaceutcl pring agraemont (PPA) with tha Socrslary B 3408 BT CORIED QMBALEN! G193 WOAR F4cehing cre a3 esabishad patent + iraoan soibacs
of Health and H or ay charge certain Vihin the covered eniity's scope of service: .
B Pre " HRSA's outon o a palent reawres mat (1) The covered entty has establshed a 5 EomDamend Commut/ft 1 105§ 0660
e e A e I:Ispa/lmeul of Hoolth and Faman Sanices (OHHS) Mt i, B IGH, Soab Bt Do o iy risiiahs recis of frotsiprnets bAoAt (0, N it
¥ ngaiuars neace: nd 2) the mciioua ecetves healhcard senices rom a *5
5 a participant in the 3408 Program, 3408 covered entiies agres 10 abide by spacific statulory professional who is cliner empioyed by the covered enly or provides s ndor v Anesmasa grass
requitements and pronibitions 1o access 3408 drugs conractual or other (e.g., refemral for espansibiy for + Disynsie sckons
e care provided rei Inswmmaneanhcmva( 2. s il st i
SCOPE o A indiicual is mot Considared & patient f the only service recetved from the covered entity b R
This policy and procedure document is applicable 1o [Covered Eniity]'s participation m the 3408 s he dispensing of drugs) for selt- :ammlmm n the home setting (Soisl Secunty Azt 1627 (x)) 80 ’
Progiam, which provides 3408 coveres outpatien grugs 10 s panents. This Gocument inciudes e am Pt e v et g T s ety ppha o s o o,
guidelines for managing 3408 drug purchasing and compliance at [Covered Entity] Referral documartad in poboyEYocecurEs. and sudiatie
Documentaton enared by the patnts provider demonsirating a referral & Soria Secunty Act 1927K3) fom ary
DEFINITIONS| elatonship betwoen {1 paent | special ang a5 panot any ot pe
Actual Acquisition Cost (AAC) o S sy panonts (CAvered Erth] provide 10 @ specals, speciast
" Actual prices. are pard 1o acquire marketed dmgs or drugs sokd by specific manufaciurers, as wupww direci remursaan tor b gl
defined n the Covered Opatent Dru o Dinsecuantreenats s By a3 B ipata tasptal ioas
2408 5 2 Cooximaton of Care Reterat Watn a patent has iher sekralred or as esabished . Hoapis sarvees
“Tha 3408 Program resulted from the enactment of Public {aw 102.585 Section 602, the Veterans larew'msuwmsw"mwmw re with [Coverad cknowledgement Dokl el dap e T N W i i o ek ek By
Health Care Act of 1992, which is codified as Section J40B of the Public Heallh Service Act The Covernd Entity] any exsting e s i e
3408 Program is managed by the HRSA Office of Pharmacy Affaxrs (OPA). Section 340B linwls he spaciaty cao for 408 cipitay pupsses ] ot i
cast of covered outpatient drugs lo certain foderal grantees, federally qualified health center look- B -
alikes, and qualfied hospitals. Participation in the 3408 Program can result in significant savings ok . G sy s
on the cost of pharmaceuticals for Safoty.nel providers. The purpose of the 3408 Program is to e el s
K i ) S i s SR AR B i e ingdp o P —— -~

enablo thesa entlies. 10 strolch scarce fedaral tesources, reaching more oligiole patients, and " rogence o supportng acmentsbon i (51

od Entily's elecironi

providing more comprehensive sarvices.
3408 Eligible Location
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2. Provide Covered Entity Eligibility Documentation

* A list of locations where
health care services are
provided

* The Medicare Cost Report

* MCR used at the time of
recertification

* MCR most recently filed to
the start of the sample
period

* MCR filed since the start
of the sample period

PROMPTLY UPDATE OPAIS QUALIFICATION INFORMATION

* Beginning April 2023

* Utilize a change request to update MCR information immediately upon
filing a new or amended cost report.

Mecaid Bifing | Qualifcationnfo | CostGenler T Alachments  Shpping Addresses  Conirac! Slarmacies  ParealChid  Hislory

ity s a Nisproporionale Shaie Hosgital defined by sacfion 18AG[A)(THE) of the Social Security Act and this stalus is racngnized by CHS

i Share Ad]

&
contral Type per HCRIS (Worksheet 52, Line 21) 4-G0 wenlal, County Cest Reparting Perlod 112072

203
Haspital Classification il o Private Non-1#roll Hosgital Granied Govemmental Iowers Filing Date 3103
Has the provider changad ownarship during or since the end of the above cost reparting  no

pariad?
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2.C TRIAL BALANCE CROSSWALK:
NEW-PROVIDE THE UNBUNDLED TRIAL BALANCE

BEGAN IN FY21 - ITEM G. ADDED IN FY22

The 340B ID

Name of each offsite outpatient facility as identified on OPAIS
Address of the off-site outpatient facility

Worksheets A & C: Line Number and Cost Center Description
Trial balance name and department code/account (cost center)

mmooO®w >

The location code or shorthand used to identify the site in the electronic health
record (EHR)

G. Indicate if 340B drugs are utilized during encounters at the site

SPEND MEND WWW.SPENDMEND.COM
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(2.D-F) HOSPITAL ELIGIBILITY DOCUMENTATION:

* 2.E. Hospital Types 1 & 2 Requiring Contract with State or Local Government
* As of FY22 must highlight the following in the contract:
* Provision whereby indigent care provided by Hospital
* Name of Hospital and Government Agency
* Signatures of Hospital and Government Agency
» Effective Dates of the Contract

SPEND MEND WWW.SPENDMEND.COM
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GOVERNMENT CONTRACT: HOSPITAL

[

QSPITAL AND
QL INCOME

* Attestation of a contract is not acceptable.

* This is an outdated form

BaLy £ nadgt0T valid,
appropriate notice will be provided 10 T CEES acy Affairs. The
undersigned reprasents and confirms that hefshe is fully authorized to legally
bind the d entity and cerfifies that the contents of any or
reflected n this document are truthful and accurate.

SPEND MEND WWW.SPENDMEND.COM

(2.D-F) HOSPITAL ELIGIBILITY DOCUMENTATION CONT:

* 2.F. Hospitals formally granted governmental powers by a unit of state or local
government:

* Examples of documentation:
* Laws that created, Documentation from the State or local government demonstration ownership
* Hospital charter
* Bylaws
* Documentation from the IRS describing the hospital

* Articles of incorporation
* In addition, documentation must confer government powers by including ALL of the following:
« Identify the government entity granting governmental powers
* Describe the gover | powers gi 1 to the hospital and explain why the powers are considered governmental
* Provide official documentation issued by the government, to the hospital, g ing formal gover | powers

SPEND MEND WWW.SPENDMEND.COM
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(2.D-F) HOSPITAL ELIGIBILITY DOCUMENTATION CONT:

* All hospitals must prove non-profit status.

* Auditors will request the entire IRS Form 990 as it is the preferred document to demonstrate
non-profit status.

SPEND MEND WWW.SPENDMEND.COM
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3. PROVIDE A 340B UNIVERSE FOR SAMPLE PERIOD
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3. 340B PROGRAM NARRATIVE

* 3.A: Not New - Include a narrative describing the methodology and system or
software used to gather the data: noting any limitations, exclusions, and inclusions
(e.g., reversals, direct purchases, etc.)

Methodology/System | Report Name(s)
/Software

Mixed Use TPA Includes Reversals and direct
purchases, explain limitations,
or any exclusions

Child Site EHR or TPA
[ InHouseRx  JRd
TPA

Contract Rx

SPEND MEND WWW.SPENDMEND.COM
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3.B. COLUMN HEADER CROSSWALK

] = = = ] -

Mixed Drug
Mixed NDC
Mixed Acquistiion Price
Mixed Type of account and Not included
associated 3408 |D in data
Mixed Quantity
Mixed Patient ID (Medical
Record numer)
Mixed Payer to tertiary
Mixed Date of Drug Order
Mixed Ordering Provider
Mixed Location ordered
Mixed Date of
administration or
Clean Drug

Provider Administered [NOEEEUERIELNElY Contract Pharmacy ©)

SPEND MEND WWW.SPENDMEND.COM
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Review ALL data prior to

upload

3C. SAMPLE TIPS

Remove Non-Covered
Outpatient Drugs — (from data
and purchases (i.e., non-
limiting definition drugs
(vaccines), orphan drugs))

Remove info from data that
has not been asked for

MEND

Remove PHI -keep the original
data to cross reference the Rx
Number to a patient if data
does not contain a Health
Record identifier.

WWW.SPENDMEND

com

4. PROVIDER LIST

Include Name and NPI

Indicate if employed or contracted

Start and Term dates of employment/contract

Instance of auditor giving CE 24 hours for this info to be included on provider
list.

WWW.SPENDMEND

com
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5. PURCHASING DOCUMENTATION —

Crosswalk Goal: Include column for: Include:
List all 340B, GPO, -Wholesaler name -Dispense location
WAC, and CSOS -Account number -Receiving (ship to)

accounts by name for

each universe. -Account name _Bill to
-Location name (to assist in OPAIS
-340B ID address verification)
-Account Type

Wholesaler Receiving Dispensing

Name Location Location

: 123 HOSPITAL 123 HOSPITAL
Add Supplier 1234556 HS::"'SA'N ;’;“;?::::t ST,CITY, AL ST, CITY, AL
¥ 123456 123456

SPEND MEND
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CREATE CROSSWALK OF ACCOUNTS TO INVOICES

Provide an Invoice
example for each
account

Update on a rolling
6-month basis to be
in HRSA audit ready

Embed, link, or list state

corresponding file
name.

Ensure the invoice

contains an appropriate
covered outpatient

drug.

Account
Type

340B DSH123456

Invoice

Billing Address Name

123 HOSPITAL ST, ?DBIn.:ole:‘e\
CITY, AL 123456 2805XXX

WWW.SPENDMEND.COM
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CREATE CONTRACT PHARMACY CROSSWALK

RUN AN OPAIS EXTRACT OF ALL CONTRACT PHARMACIES

Key Take Aways:

6.A.B. CONTRACT PHARMACY DOCUMENTATION

Minimize Columns to: 340B ID, Pharmacy Name, Address, Contract Approval Date
Add columns: TPA, Utilized/Not Utilized, Originating Contract File Name, Notes

Update on a rolling 6-month basis to remain audit ready

SPEND MEND WWW.SPENDMEND.COM
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CONTRACT PHARMACY CROSSWALK EXAMPLE

Contract Approval

3408 ID Pharmacy Name Address Date TPA Active Contract Name Notes
List contract file name when
HRSA ID Uptown Drug Store N Bus hwy date from extract Macro Utilized first registered or embedd
copy

HRSAID  Downtown Drug Store E Hickory date from extract Macro Utilized LEt con?ract fll.e UL
first registered

HRSA ID Walgreens #0XYZ S BLVD date from extract ~ Walgreens Utilized LEt con?ract fll.e UELIAE
first registered

HRSA ID PHY S Jefferson date from extract ScriptPro Utilized LEt con?ract fll.e IEL A
first registered

HRSA ID Walmart 001 Grand Ave date from extract Macro Utilized CE 3 el Ol TR

first registered

List contract file name when
HRSA ID Walmart 005 Range RD date from extract Macro Not Utilized first registered, if not list Central fill
term date or NA

SPEND MEND WWW.SPENDMEND.COM
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6B. CONTRACT PHARMACY SERVICE AGREEMENTS CONT.

e Addedin FY21

* Highlight the following required elements in the contract prior to upload:
* Signatures including dates of both parties executing the contract

* Name and address for each contract pharmacy location participating in the
contract pharmacy arrangement

* Each CE location by name and address or a general statement that inclusively
identifies the parent and all CE location(s) participating in the contract pharmacy
agreement (a.k.a., child site language)

SPEND MEND WWW.SPENDMEND.COM
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6.C-D. CONTRACT PHARMACY DOCUMENTATION

6.C. Provide last Independent Audit of Contract Pharmacies

6.D. Provide supporting documentation of internal contract pharmacy
audits during start of sample period through date of audit.

SPEND MEND WWW.SPENDMEND.COM
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Provide a list of all
Medicaid fee-for-
service BIN and PCN
numbers that are
carved-out

6. CONTRACT PHARMACIES &
7. IN-HOUSE PHARMACIES

(3RD CHANGE FOR FY24)

SPEND MEND
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7. PROVIDE DOCUMENTATION FOR ANY (4™ CHANGE) PHARMACY NOT

REGISTERED AS A CONTRACT PHARMACY DISPENSING THE CE’S 340B
DRUGS:

Provide a list of pharmacies, other than contract pharmacies utilized during

the start of the sample period through the audit start date.

¢ For each pharmacy list (example on next slide):
® Pharmacy name and address
o Type of pharmacy
¢ Indicate whether the CE owns the pharmacy
¢ Type of documentation to demonstrate ownership
¢ Pharmacy license
¢ Business license
¢ Certificate of liability insurance
e Listing of pharmacy on the CE’s grant or MCR and corresponding trial balance

MEND

WWW.SPENDMEND.COM
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ENTITY OWNED PHARMACY LISTING

WWW.SPENDMEND.COM
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8. SELF-DISCLOSURE DOCUMENTATION

through date of audit

o= Provide any self-disclosures made to OPA since start of sample period

In Q1 FY23 at least two instances of auditor requesting attestation of

no self-disclosure.

30

9. MEDICAID DOCUMENTATION — 5™ AREA OF CHANGE

For Each 340B ID AND Pharmacy
that Carves-In Medicaid Crosswalk

State State assigned

o SO > 340B ID/ . L
Provide one FFS Medicaid Claim and screen Phamacyl| CCE Requ'tfe NPI(s) Medt;f-‘a;d)
. o1 . . ments number(s
shot of retail billing (if applicable)
CAH12345-00 MN ub 123456 XYz

For each state carved in, for each 3408B ID,
list the NPIs and MPNs, and state CAH12345-01 MN  UD 123456 XYz

requirements to prevent duplicate discount

123456,
In-HouseRx MN  SCC20 123457 XYz

Medicaid FFS
Claim Form

[Embedded
document]

[Embedded
document]

[Embedded
document]

5/21/2024
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REVIEW KEY TOOLS
HTTPS://WWW.SPENDMEND.COM/RESOURCES/

340B Program Narrative, with data
methodology table

Column header crosswalk
Location/Trial Balance Crosswalk

Purchasing Crosswalk

Contract Pharmacy Crosswalk

. Lo 3408 TEMPLATES 3408 TEMPLATES 3408 TEMPLATES
Entity Owned Pharmacy Listing
Medicaid Crosswalk 5A. Purchasing 9A-C, Medicaid 2C. Hospital Trial
Account Listing Fee-For-Service Balance Crosswalk
Stotes Billed Listing

SPEND M":ND WWW.SPENDMEND.COM
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