
Pharmacy Office Hours

To ensure a high‐quality audio experience for all, please:
• Dial in using your phone (NOT your computer.)
• Enter your personal Attendee ID (located at the bottom of the box 

with the access code) when dialing in.

If you have already clicked on “Call Using Computer”, please log off this 
site completely and re‐enter, this time clicking only on “I will call in.”

The presentations and handouts can be downloaded from WebEx at:
File > Transfer > Download

IMPORTANT:  



Pharmacy/340B Office Hours
February 15, 2018

Focus Topic:  Self‐Audits

This activity is supported by the Health Resources and Services Administration 
(HRSA) of the U.S. Department of Health and Human Services (HHS) under a 

cooperative agreement. This information or content and conclusions are those 
of the author and should not be construed as the official position or policy of, 

nor should any endorsements be inferred by HRSA, HHS or the U.S. Government.



What are “Office Hours”?
• A forum to share info and ask questions about technical and 
operational issues with other health centers & PCAs.

• Will not focus on policy developments.  

• Format:  Brief operational updates
Brief presentation on topic of broad interest (“focus topic”)
Open Q&A

Topics and questions can be submitted in advance to 
cmeiman@nachc.org.

• Will be held monthly, on the third Thursday at 2:00 ET
– No session in March 2018 – conflicts with NACHC P&I.



Asking & Answering Questions

• Please post your questions in the Chat Box, and “Send to Everyone.”

• Please respond to each other’s questions in the Chat Box

• During the Q&A:
oWe’ll first answer questions we received in advance, and then 
those in the Chat Box.  

oTo ask a question over the phone, click the “raise your hand” icon.



Files available for immediate download

• Go to File (top left corner of your WebEx screen)

• Click on Transfer, then Download

• The following documents are available:
1. The slides from today’s presentation
2. The Apexus tool on documenting use of savings 
3. The Apexus tool on defining “material breach”
4. The chapter of the NACHC 340B Manual that discusses self-audits
5. The Appendix from the NACHC 340B Manual that contains tools for 

self-audits and the examples of common findings



OPERATIONAL UPDATES
Colleen Meiman

Senior Policy Advisor
National Association of Community Health Centers

cmeiman@nachc.org



RECERTIFICATION

• It’s time to RECERTIFY with HRSA!

• Deadline is Wednesday March 7.

Health centers that fail to recertify by the 
March 7 deadline will lose 340B eligibility 

for at least 3 months.  



More on Recertification

• Before recertifying, Authorizing Officials(AOs) and 
Primary Contacts(PCs) must first set up user accounts 
in OPAIS.

• For more information:
– See this webinar on recertification, or 
– Contact the 340B call center at 

apexusanswers@340bpvp.com or 1-888-340-2787



SELF-AUDITS
Matthew Atkins, CPA

Certified Internal Auditor and 340B ACE
Draffin Tucker CPAs

MAtkins@draffin-tucker.com



How can FQHCs self-audit?

• Independent audits conducted by outside organizations
• Internal audits conducted by FQHC staff



Are these required?

• FQHCs have numerous responsibilities related to the Program 
including compliance with 340B regulations.

• Although not expressly required in regulations, there is the 
expectation that FQHCs will review its activities to ensure 
compliance is met.



HOW OFTEN SHOULD YOU AUDIT?



Frequency of audits

• Depends on available resources
• If possible, do some level of self-audit at least monthly.

–Review invoices against 340B orders
–Randomly trace 340B dispenses to patient records
–Review reports received from contract pharmacies



HOW TO SELF-AUDIT FOR DIVERSION



Review period

• HRSA auditors typically select a six-month time period for review.



Example: testing for diversion

Supplier 
Invoice

Drug 
NDC

Matching 
Dispense

Patient 
record

Always start with the 
suppliers’ 340B 
invoices to ensure 
that drugs purchased 
under 340B are in the 
population for review.



Sample selection – supplier invoice

340B 
supplier 
invoices*

Drug NDC

Obtain a listing of 
340B invoices for 
each 340B account 
used.  Include both 
in-house and 
contract pharmacy 
accounts.

*recommend a six-month time period for review



• Analyze invoices and summarize the highest volume and highest 
cost 340B drug purchases by NDC*.

• Select 30 NDCs for testing.
• Select a sample of 30 invoices which contain these NDCs. (one 

invoice for each NDC selected) 

*National Drug Code

Sample selection – supplier invoice



Dispense records

Matching 
Dispense

• Every 340B drug 
purchase should be 
supported by 
auditable records* 
evidencing that the 
patient was eligible 
to receive the drug.

*Dispense records can be internally generated spreadsheets or virtual 
inventory records provided by a third-party administrator or a pharmacy 
benefits manager.



Virtual inventory dispenses

Obtain from the virtual inventory manager or pharmacy benefits 
manager a report of all dispenses that support the specific NDC 
purchase selected in the sample.



Virtual inventory dispenses



Patient eligibility

Patient record

Trace dispense to 
patient records to 
verify eligible visit, 
eligible location, and 
eligible prescriber to 
support drug 
dispensed.



Patient record testing

Contract pharmacy 
dispense example



Diversion

Supplier 
Invoice

Drug 
NDC

Matching 
Dispense

Patient 
record

• If the drug ordered is not 
supported by dispense 
records

• If the patient record does 
not support the dispense 
record
• Location of patient
• Valid encounter
• Prescriber
• Insurer (Medicaid?)
• Drug 
• Dosage



How can diversion occur?

• “Filters” or “tables” used in 
identifying eligible patients 
are not accurate or are 
inadequate. Prescriber 

NPI or 
Location

Location of 
encounter

Insurer
PCN/BIN



HOW TO SELF-AUDIT FOR DUPLICATE 
DISCOUNTS



Look for Medicaid copayment 

• If you know what your state’s Medicaid copayment amounts are, 
filter contract pharmacy monthly reports based on that copayment 
amount.

• Test patient dispenses to determine if these were Medicaid patients.



PHARMACY CONTRACTS



Contract pharmacy

• HRSA has listed requirements related to 340B compliance for 
contract pharmacy arrangements.

www.hrsa.gov/opa/updates/contractpharmacy02052014.html



www.hrsa.gov/opa/updates/contractpharmacy02052014.html



Contract pharmacy compliance

Policies and 
ProceduresOversight

Auditable 
records

Written 
contract

Diversion 
controlsRegistration

Medicaid 
compliance

OPA database 
accuracy



Audits of records



HRSA’s Essential Elements of a Contract

• HRSA published 12 essential elements of a pharmacy 
service agreement

– Federal Register/Vol. 75, No. 43/Friday, March 5, 2010/Notices
a) Establish “ship to, bill to” arrangement
b) Outlines responsibilities to provide comprehensive pharmacy 

services
c) Patient freedom of choice
d) 340B pricing access restricted to patients of the CE
e) Both parties will adhere to applicable laws
f) Pharmacy must provide reports consistent with customary 

business practices



HRSA’s Essential Elements of a Contract

• HRSA’s 12 essential elements of a pharmacy service 
agreement (continued):

g) CP will establish and maintain tracking system
h) Both parties will develop system to verify patient 

eligibility
i) 340B drugs will not be dispensed to Medicaid patients 

absent arrangement with State Medicaid agency
j) Documentation must be available for audits
k) Understanding that both parties are subject to audits
l) Contract will be provided to OPA, if requested



Pharmacy contract testing
• Additional information for review

–Signatures are complete
• Maintain a contract with BOTH parties’ signatures

–Contract executed and complete prior to registration





Pharmacy contract testing

• Additional information for review
–Addresses of all clinic locations are included in the contract



Pharmacy contract testing

• Additional information for review
–Locations of all pharmacies
–Duplicate discounts provision
–Diversion discussed
–Freedom of choice



Pharmacy contract testing

• Additional information for inclusion
–Definition of 340B covered drug
–Eligibility and adjudication
–Tracking and accumulations
–Pricing to patients
–Discounts/sliding fees
–Transaction fees
–Processor fees
–Medicaid



Pharmacy contract testing

• Additional information for review
–Slow moving drugs
–Voids, mistakes, errors
–Reporting to covered entity
–Updates to filters (prescribers and locations)
–Replenishment of inventory
–Flow of money (Collections and expenses)
–Audits of records



Contract Pharmacy Checklist



DOCUMENTING USE OF SAVINGS



340B Savings

• Covered entities should be prepared to demonstrate 340B savings are used in 
accordance with Program intent.

• Ongoing scrutiny of the Program means this is now more important than ever, 
and should be a part of annual self-audit procedures

• Savings Documentation tool from Apexus
– https://docs.340bpvp.com/documents/public/resourcecenter/340B_Benefit_and_Use_of_340B_Savings.pdf
– Also available under File> Transfer> Download
– Or google “Apexus Tool 340B use of savings”



Conclusion

• Self-audits should occur frequently
• Audit for Diversion & Duplicate Discounts
• Review contracts periodically
• Consider reviewing and documenting the CE’s use of Program savings



AND BEFORE MOVING TO QUESTIONS, 
WE NEED A FAVOR…

THANK YOU MATT!



Asking a Small Favor 

• Please tell us if you found this session useful.
• To continue receiving BPHC support for Pharmacy/ 340B Office 

Hours, we must demonstrate that participants find them useful. 

• You can share your input by :
–Putting a note in the Chat Box that says either “useful” or “not useful” 
–Sending an email to cmeiman@nachc.org saying either “useful” or “not 

useful” 
–Feel free to add other comments and suggestions!



QUESTIONS SUBMITTED IN ADVANCE



Questions Submitted in Advance

• “Material Breach”: How to define?
– The 340B Team at Feldesman-Tucker

• Clinician-Administered Drugs: Can 340B Rx be administered during 
home visits? 

– Sue Veer, Carolina Health Centers

• OPAIS:  When to remove a provider?  Adding migrant camps?
- Gavin Magaha, Apexus

• Contract Pharmacies:  How to define and communicate eligible patient?
- Tim Mallett, RPh, Cardinal Health and 340B Advisor, Michigan PCA and Family 

Health Center, Kalamazoo MI.



What constitutes a “material” breach?

Responder:  The 340B team at Feldesman-Tucker
mglomb@ftlf.com; ekaran@ftlf.com; jreddish@ftlf.com

HRSA /OPA has no official definition of a “material” breach. Therefore, 
FQHCs are well-advised to:

• Develop a definition of what constitutes a “material” breach, 
• Develop a process to determine when a breach qualifies as 

“material” under the FQHC’s documented definition, and 
• Document this definition and process in their policies and 

procedures



Apexus Tool for Defining “Material Breach”

Apexus has developed a one-page tool to help covered entities to 
formulate internal policies defining a material breach, and the action to 
take when a material breach is identified. 

To access the “Defining Material Breach Documentation Tool”:
• Go to File > Transfer > Download    OR
• Google “Apexus establishing material breach threshold”



340B Rx Administered during Home Visits

Q:  Can a practitioner use a 340B medication during a 
home visit (ex. kenalog injection)?

Responder:  Sue Veer, Carolina Health Centers



OPAIS Registrations

Responder:  Gavin Magaha from Apexus
gavin.magaha@apexus.com

Q1:When we should remove a provider from the OPA database once they 
leave a practice? They may have refills on prescriptions for up to 1 year 
if not filled in a timely manner. We use contracted pharmacies and 
update our provider list to them immediately.

Q2: We provide care in multiple migrant camps upwards of 25 or 30 
separate locations. These patients also sometimes visit our health 
centers for care as well. Should these migrant camps be listed with OPA 
individually?



Defining “active patient” for contract pharmacies

• Contract Pharmacies:  Can the covered entity define 
their criteria for an "active patient“? For example must 
have been seen in office within past 2 years?

- Tim Mallett, RPh, Cardinal Health and 340B Advisor, Michigan PCA and 
Family Health Center, Kalamazoo MI; tim.mallett@cardinalhealth.com



Looking Ahead

• Pharmacy/ 340B Office Hours will continue on the third Thursday of 
each month at 2:00 ET

–Use the same link as today.
–Specific date and focus topic will be announced in NACHC 

Washington Update and BPHC Digest

• No Office Hours in March 2018, as the date conflicts with the P&I

• Tentative focus topic for April 19 – “Patient definition” (i.e., which 
patients/ prescriptions are eligible for 340B drugs)



Asking a Small Favor 

• Please tell us if you found this session useful.
• To continue receiving BPHC support for Pharmacy/ 340B Office 

Hours, we must demonstrate that participants find them useful. 

• You can share your input by :
–Putting a note in the Chat Box that says either “useful” or “not useful” 
–Sending an email to cmeiman@nachc.org saying either “useful” or “not 

useful” 
–Feel free to add other comments and suggestions!


