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Statement of Disclosure

Jennifer and Heidi have no conflicts of interest.

AGENDA

+ Data Request Review 
+ Data Preparation Techniques
+ Audit Readiness Tools
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HRSA DATA 

R EQ UEST  L I ST

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

entities.pdf
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1. POLICY AND PROCEDURE

5

6



5/21/2024

4

W W W . S P E N D M E N D . C O M

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 (1st change): 
• Prevention of Diversion and Duplicate Discount at ALL pharmacies

W W W . S P E N D M E N D . C O M

POLICY SAMPLE
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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
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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.
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2.C TRIAL BALANCE CROSSWALK:
NEW-PROVIDE THE UNBUNDLED TRIAL BALANCE

BEGAN IN FY21 - ITEM G. ADDED IN FY22
A. The 340B ID
B. Name of each offsite outpatient facility as identified on OPAIS
C. Address of the off-site outpatient facility
D. Worksheets A & C: Line Number and Cost Center Description
E. Trial balance name and department code/account (cost center)
F. 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
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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
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GOVERNMENT CONTRACT: HOSPITAL

• Attestation of a contract is not acceptable.
• This is an outdated form
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(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 governmental powers granted to the hospital and explain why the powers are considered governmental
• Provide official documentation issued by the government, to the hospital, granting formal governmental powers
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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.
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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.)

NotesReport Name(s)Methodology/System
/Software

Universe

Includes Reversals and direct 
purchases, explain limitations, 
or any exclusions

Mixed Use TPAMixed Use

EHR or TPAChild Site 
TPA In-House Rx
TPAContract Rx
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3.B. COLUMN HEADER CROSSWALK
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3C. SAMPLE TIPS

Review ALL data prior to 
upload

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 

Remove PHI -keep the original 
data to cross reference the Rx 

Number to a patient if data 
does not contain a Health 

Record identifier.
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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. 
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5. PURCHASING DOCUMENTATION –
CREATE CROSSWALK OF ACCOUNTS TO INVOICES

1

Crosswalk Goal:
List all 340B, GPO, 
WAC, and CSOS 
accounts by name for 
each universe.

2

Include column for:
-Wholesaler name 
-Account number 
-Account name
-Location name
-340B ID
-Account Type

3

Include: 
-Dispense location
-Receiving (ship to)
-Bill to
(to assist in OPAIS 
address verification)

4

Provide an Invoice 
example for each 
account
Embed, link, or list 
corresponding file 
name. 
Ensure the invoice 
contains an appropriate 
covered outpatient 
drug.

6

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

W W W . S P E N D M E N D . C O M

6.A.B. CONTRACT PHARMACY DOCUMENTATION

RUN AN OPAIS EXTRACT OF ALL CONTRACT PHARMACIES
Minimize Columns to: 340B ID, Pharmacy Name, Address, Contract Approval Date
Add columns: TPA, Utilized/Not Utilized,  Originating Contract File Name, Notes

CREATE CONTRACT PHARMACY CROSSWALK

Key Take Aways:
Update on a rolling 6-month basis to remain audit ready
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CONTRACT PHARMACY CROSSWALK EXAMPLE
NotesContract NameActiveTPAContract Approval 

DateAddressPharmacy Name340B ID

List contract file name when 
first registered or embedd 

copy
UtilizedMacrodate from extractN Bus  hwyUptown Drug StoreHRSA ID

List contract file name when 
first registeredUtilizedMacrodate from extractE HickoryDowntown Drug StoreHRSA ID

List contract file name when 
first registeredUtilizedWalgreensdate from extractS  BLVDWalgreens #0XYZ HRSA ID

List contract file name when 
first registeredUtilizedScriptProdate from extractS JeffersonPHY HRSA ID

List contract file name when 
first registeredUtilizedMacrodate from extractGrand AveWalmart 001HRSA ID

Central fill
List contract file name when 

first registered, if not list 
term date or NA

Not UtilizedMacrodate from extractRange RDWalmart 005HRSA ID
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6B. CONTRACT PHARMACY SERVICE AGREEMENTS CONT.

• Added in 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)
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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.

W W W . S P E N D M E N D . C O M

6. CONTRACT PHARMACIES &
7. IN-HOUSE PHARMACIES 

(3RD CHANGE FOR FY24)

Provide a list of all 
Medicaid fee-for-

service BIN and PCN 
numbers that are 

carved-out
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7. PROVIDE DOCUMENTATION FOR ANY (4TH 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
• Type of pharmacy
• Indicate whether the CE owns the pharmacy
• Type of documentation to demonstrate ownership

• Pharmacy license
• Business license
• Certificate of liability insurance
• Listing of pharmacy on the CE’s grant or MCR and corresponding trial balance
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ENTITY OWNED PHARMACY LISTING

Wholesaler 
(Optional)

Active (Y/N) 
(Optional)

TPA 
(Optional)

Proof of 
Ownership 
Document

Owned 
(Y/N)CE 340B ID

Type of Pharmacy (Retail, 
Infusion, Specialty, 

Compounding, Mixed-use, etc.)

Address of 
Pharmacy

Name of 
Pharmacy
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8. SELF-DISCLOSURE DOCUMENTATION

Provide any self-disclosures made to OPA since start of sample period 
through date of audit

In Q1 FY23 at least two instances of auditor requesting attestation of 
no self-disclosure.
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9.  MEDICAID DOCUMENTATION – 5TH AREA OF CHANGE

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

Provide one FFS Medicaid Claim and screen 
shot of retail billing (if applicable)

For each state carved in, for each 340B ID, 
list the NPIs and MPNs, and state 
requirements to prevent duplicate discount

Medicaid FFS 
Claim Form

State assigned
Medicaid 
number(s)

NPI(s)
State 

Require
ments

State340B ID/
Pharmacy

[Embedded 
document]XYZ123456UDMNCAH12345-00

[Embedded 
document]XYZ123456UDMNCAH12345-01

[Embedded 
document]XYZ123456, 

123457SCC 20MNIn-House Rx
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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
• Entity Owned Pharmacy Listing
• Medicaid Crosswalk

Q&A
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