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Overview of the Continuum 
(and the Conundrum) 
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• Sue Veer has no actual or potential conflict of interest in relation to this 

presentation. 
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Today’s Agenda 
• During this portion of our panel discussion I will: 

• Outline key assumptions that may impact a health center’s policy regarding 
which prescriptions are eligible to be filled; 

• Review the continuum of care and discuss the risk and benefits associated at 
various points in the continuum; and 

• Suggest policies and self-audit procedures to minimize risk and maximize 
benefit to patients. 
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CE Question 
• Section 330 of the Public Health Service Act (42 U.S.C. §254b) clearly 

delineates which prescriptions may be filled using 340B inventory? 

• TRUE 

• FALSE 

• Section 330 does not deal with 340B drug pricing 
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Assumption  #1 



Assumption # 2 

Risk Continuum Low  High  



Assumption # 3 

Your canopy of risk 
protection is 

comprised of many 
branches  
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340B drugs may be dispensed only to a 
“patient” of a CE and may not be resold or 

transferred by the CE. 

 

340B purchased drugs may only be 
dispensed to patients that meet HRSA’s 

definition of a “patient” 

and 

340B purchased drugs may only be 
dispensed to fill prescriptions that emanate 

from health center medical site that is 
registered on the OPAIS. 

Patient Defined (per HRSA): 

 The health center has responsibility for 

care; and  

 Maintains a record’s of the patients care; 
and  

 Services are provided by a health care 
professional that is employed by or 
operating under contractual arrangements 
with the health center; and  

 The health care services provided are 
consistent with the funding or designation 
making the entity 340B eligible; and 

 The services provided are more than the 
dispensing of medication.  

 





What about…. 

Rewriting scripts 
for specialists? 



CE Question 
• Section 330 of the Public Health Service Act (42 U.S.C. §254b) clearly 

delineates which prescriptions may be filled using 340B inventory? 

• TRUE 

• FALSE 

• Section 330 does not deal with 340B drug pricing 

12 



Additional Questions? 
Sue Veer, MBA 

President and CEO 

Carolina Health Centers, Inc. 

313 Main Street, Suite B 

Greenwood, SC 29646 

864-388-0301 

sveer@carolinahealthcenter.org  
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340B Eligibility Across the Continuum of Care 

The Legal Perspective  

Michael  B. Glomb, Partner 

Feldesman Tucker Leifer Fildell LLP 



Statement of Conflicts of Interest 
• Michael B. Glomb has no actual or potential conflict of interest in relation to 

this presentation 

 

• Opinions are my own.  Presentation is informational only -  does not 
constitute legal advice. 
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Today’s Agenda 
• Source of the problem – who is a patient? 

• Is “responsibility for care” the operational standard? 

• Some suggested solutions 
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CE Question 
• The current HRSA definition of a “patient” applies to all of the 340B 

covered entities.  True or False? 
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Why Is There A Problem? 
• Nothing in the statute 

• Covered entities have different relationships with the persons they serve  

• “Responsibility for care” subordinated to administrative requirements 

• Changes/advances in delivery of health care 
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Administration vs. Responsibility 
• Site registration 

• Referrals and other “off-site” scrips 

• Contract pharmacy registration 

• Pharmacy as a “required” service for health centers 
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• Develop and follow a responsible policy 

• Document 

• Verify 

• Challenge authority when warranted 
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Some Solutions 



CE Question 
• The current HRSA definition of a “patient” applies to all of the 340B 

covered entities.  True or False? 
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CE Answer 
• False: 

 

• Only grantees are limited by their “scope of project” 

 

• ADAPs are not covered by patient definition at all 
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Additional Questions? 

Michael B. Glomb 

Partner 

Feldesman Tucker Leifer Fidell LLP 

1129 20th Street N.W., Fourth Floor  

Washington, D.C. 20036 

202-466-8960 

Mglomb@FTLF.com 
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340B Eligibility Across the Continuum of Care 

Referral Prescriptions 

Lisa Nelson, PharmD 

 



Statement of Conflicts of Interest 

Lisa Nelson has no actual or potential conflict of interest 
in relation to this presentation 
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Today’s Agenda 
• Define “referral” prescriptions 

• Outline considerations for determining whether or not to qualify referral 
prescriptions as 340B eligible 

• Discuss Unity Care NW written 340B procedure for referral prescriptions 

• Discuss what Unity Care NW accepts as “evidence of referral” for allowing 
prescription to be 340B eligible 

• Discuss Quality Assurance/Compliance measures in place at Unity Care 
NW to ensure that all referral prescriptions qualified meet criteria in written 
procedure 
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CE Question 

What criteria must a “referral” prescription meet to be 
340B eligible? 

a) The patient was referred to the specialty provider by their primary care 
provider 

b) The criteria depends on your written 340B policies & procedures 

c) The case manager at the clinic calls the specialty provider and schedules 
the appointment for the patient 

d) Both A & C 

e) None, referral prescriptions aren’t 340B eligible 
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Unity Care Northwest 
• FQHC offering medical, 

dental, behavioral health, 
and pharmacy services 
with 3 clinics in 
Washington (Bellingham, 
Ferndale, & Point Roberts) 

• In 2017 we served 20,787 
unduplicated patients and 
provided 87,840 visits 

• NCQA Recognized Patient 
Centered Medical Home 

• In 2017 our in-house 
pharmacy filled 69,001 
prescriptions 

• 5,529 referral 
prescriptions 
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What does HRSA say about referral prescriptions? 

HRSA Definition of a Patient 
An individual is a “patient” of a covered entity (with the exception of State-operated or funded AIDS drug purchasing 
assistance programs) only if: 

1. The covered entity has established a relationship with the individual, such that the covered entity maintains records 
of the individual’s health care; and 

2. The individual receives health care services from a health care professional who is either employed by the covered 
entity or provides health care under contractual or other arrangements (e.g. referral for consultation) such that the 
responsibility for the care provided remains with the covered entity; and 

3. The individual receives a health care service or range of services from the covered entity which is consistent with the 
service or range of services for with grant funding or Federally-qualified health center look-alike status has been 
provided to the entity. Disproportionate share hospitals are exempt from this requirement. 

An individual will not be considered a “patient” of the entity for purposes of 340B if the only health care service received by 
the individual from the covered entity is the dispensing of drug or drugs for subsequent self-administration or 
administration in the home setting. 

An individual registered in a state operated or funded AIDS drug purchasing assistance program receiving financial 
assistance under title XXVI of the PHS Act will be considered a “patient” of the covered entity for purposes of this definition 
if so registered as eligible by the State program. 

61 Fed. Reg. 55156 (October 24, 1996) 
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What does Apexus say? 
FAQ ID: 1493 

Last Modified: 9/15/2014 

Q:  If we refer a patient to an outside clinic, can we fill their prescriptions from our 340B 
clinic? 

A:  A covered entity may refer an individual for consultation to an outside clinic not 
registered for the 340B Program and consider that patient 340B eligible only if the individual 
receives health care from a health care professional who is either employed by the covered 
entity or provides health care under contractual or other arrangements (e.g., referral for 
consultation) such that responsibility for the care provided remains with the covered entity 
(61 Fed. Reg. 55156 (October 24, 1996)). If the covered entity can document that it retained 
responsibility for the health care services provided to the referred individual, then that 
individual may be eligible to receive 340B drugs from the covered entity. How a covered 
entity counts referrals under the 340B Program should be addressed in their written policies 
and procedures. 
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What does this mean? 
Each health center must evaluate their specific circumstances and 
determine if the individual received “health care from a health care 

professional who is either employed by the covered entity or provides health 
care under contractual or other arrangements (e.g., referral for consultation)” 
and that the “responsibility for the care provided” remained with the covered 

entity. 

 

AND 

 

Address how the health center determines 340B eligibility in their written 
policies and procedures. 
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Health Center Considerations  
• Health Center Program Requirements 

• Electronic Handbook Service Delivery Methods 

• Does your center provide any required services via a Formal Written Referral 
Arrangement? 

• Patient Centered Medical Home Recognition 

• Referral to Specialty Provider 

• Other arrangements unique to Health Center 
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What does UCNW do? 
Unity Care NW determines 340B eligibility on an individual prescription 
level. 

1. Does patient meet 340B eligibility? 
• The patient has a record within the EMR 

• The patient has been seen at a UCNW clinic within the preceding 24 month period 

• The services the patient has received from UCNW are documented in the EMR 

2. Is the prescription written by a UCNW prescribing provider? 
• At this time, all UCNW prescribing providers work exclusively at our health center, 

therefore pharmacy staff do not have to confirm location where care was provided 

3. If no, is the prescription the result of a “referral”? 
• Pharmacy staff look in the EMR for “evidence of a referral” whenever a prescription is 

written outside of the four-walls of a registered site (or for all non-UCNW prescribing 
providers) 
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What does UCNW consider “evidence of a referral”? 

• Confirm an “order for a referral” by a 
UCNW provider exists within the 
EMR 

• Referrals are often required by third-
party payers for patients to access 
specialty care 

• UCNW’s electronic medical record 
includes a module for providers to 
easily enter referrals for specialty 
providers 

• The pharmacy staff has access to all 
referrals entered into the EMR and 
is able to verify existence of referral 
prior to filling the prescription 
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More “evidence of a referral” 
• Patients often receive care as a result of a referral where third-party payer authorization 

isn’t required, therefore an “order for referral” does not appear in the EMR 

• Pharmacy staff is tasked with the responsibility to review documentation in EMR and 
confirm that the patient was directed to seek care with the non-UCNW provider. 

• Example: 

• UCNW patient schedules office visit with PCP with complaint about changes in vision 

• PCP examines patient and determines patient should see ophthalmologist 

• Patient’s insurance allows patient to see ophthalmologist without approval from  health 
plan, therefore traditional referral process isn’t followed by PCP. 

• PCP provides instructions to patient, and documents in EMR, that patient should follow-up 
with ophthalmologist. 

• Patient sees ophthalmologist and returns to health center pharmacy and reports they are 
scheduled for cataract removal surgery and presents multiple prescriptions for eye drops. 

• Pharmacy fills prescriptions for eye drops using 340B purchased drugs 
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Complicated “referrals” 
• Patients enrolled in Washington Medicaid that need behavioral services 

must call a BH Crisis Line phone number for assignment to a BH provider. 

• Example: 
• Pharmacy receives prescription from BH provider 

• Pharmacy looks in EMR and notes patient was seen by PCP and was 
experiencing a behavioral health crisis 

• PCP engages with Integrated Behavioral Health (IBH) team for patients 
immediate needs and documents in EMR 

• IBH team documents care provided in EMR and provides patient with a letter with 
instructions to call BH Crisis Line for assignment to BH specialty provider 

• A copy of this letter is retained in EMR 

• Pharmacy fills prescription received from BH provider using 340B purchased 
drugs 
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What about 
emergency 
room 
prescriptions? 
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How did the patient determine to go to ER? 
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UCNW provides written materials to patients to assist in 
deciding when an issue is emergent. 

Example: 

• Patient shows up to pharmacy with ER prescription for 
heartburn medication 

• Pharmacy reviews ER consult notes and determines 
that patient self-referred to ER due to chest pain 

• Patient diagnosed with GERD in ER 

• Pharmacy fills prescription from ER provider with 340B 
purchased drug because patient followed written 
instructions provided by health center for when to seek 
ER care 



How did patient determine to go to ER? 
(continued) 
After-Hours Advice Nurse Line 

• Patient calls after-hours advice nurse 

• Advice nurse recommends patient go to ER 

• Advice nurse consult note is sent to UCNW and 
imported into EMR 

• If patient presents to pharmacy with ER 
prescription based upon after-hours advice nurse 
recommendation the prescription will be filled with 
340B purchased drug  
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Hospital Community Connector Program 
• UCNW has contract with local hospital which implemented a unified Hospital 

Community Connector Program 

• UCNW employs a case manager who works within the 4-walls of the local 
hospital to connect with UCNW patients in both the emergency department and 
inpatient units 

• UCNW employee serves as “connection” between patients primary care team at 
health center and hospital care team 

• UCNW employee documents in UCNW EMR 

• UCNW communicates with patient’s care team at health center during hospital stay, 
including pharmacy, and ensures patient has continuity of care from hospital 
discharge through ER follow up visit with PCP 

• Prescriptions generated as result of ER visit or hospital stay where Community 
Connector engages with patients will be filled using 340B purchased drugs 
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Take Home Message 

Is your health center responsible 
for the care provided and how is 

that demonstrated? 
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UCNW Compliance / Quality Assurance 
• 340B Compliance Technician runs a report from pharmacy software of all 

prescriptions filled from non-UCNW providers 
• Reviews chart to ensure consult notes received by health center 

• Reviews chart to ensure medication record in EMR reflects medications 
prescribed by referral provider 

• If consult notes are not in EMR, 340B Compliance Technician works with 
Medical Records department to obtain outstanding consult notes 

• UCNW Pharmacist updates medication record in EMR to ensure that all 
medications prescribed by referral provider are reflected in health center 
medical record 

 

“CLOSING THE LOOP” 
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CE Question 

What criteria must a “referral” prescription meet to be 
340B eligible? 

a) The patient was referred to the specialty provider by their primary care 
provider 

b) The criteria depends on your written 340B policies & procedures 

c) The case manager at the clinic calls the specialty provider and schedules 
the appointment for the patient 

d) Both A & C 

e) None, referral prescriptions aren’t 340B eligible 
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CE Question 

What criteria must a “referral” prescription meet to be 
340B eligible? 

a) The patient was referred to the specialty provider by their primary care 
provider 

b) The criteria depends on your written 340B policies & procedures 

c) The case manager at the clinic calls the specialty provider and schedules 
the appointment for the patient 

d) Both A & C 

e) None, referral prescriptions aren’t 340B eligible 
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Additional Questions? 
 

Lisa Nelson, PharmD 

Pharmacy Manager 

Unity Care Northwest 

218 Unity Street 

Bellingham, WA 98225 

(360)788-2682 

Lisa.Nelson@ucnw.org 
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340B Eligibility Across the Continuum of Care 

Overview of the Continuum 
of Care (external Auditor perspective) 

Scott Gold, CPA, Partner  BKD, LLP. 

 



Statement of Conflicts of Interest 
• Scott Gold, CPA has no actual or potential conflict of interest in relation to 

this presentation 
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CE Question 
• Which of the following would not be considered best practice for your 340B 

program? 

   

• Written Internal audit policy and procedure 

• Reliance on contract vendor to address compliance risk 

• Written documentation of quarterly testing of risk 

• Written documentation of results of quarterly testing of risk 

• Development of written corrective action plan for compliance errors identified 
in testing 

• Documentation of results of corrective action plan  
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The Many Faces of Audits 
• HRSA 

• Manufacturer 

• External 

• Key takeaway is to understand all perspectives 

• Internal audit  

• Use all audit perspectives to develop your internal audit policy and procedure 
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Recertification in the Continuum 
• Contacts listed in the 340B database must be accurate at all times to 

receive all notifications 

• Anything else to consider? 
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DIVERSION in the Continuum 
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Diversion 

• Watch out for the moonlight 

• Documentation of referral 

• Defending that it is your patient (on-going care) 

What is in the patient record 

• Documentation of referral (full circle/follow up) 

• Notes indicate script that was written by 
specialist   



Duplicate Discount in the Continuum 

52 

Duplicate Discount 

•State to State 

•Any added Continuum risk?  

•Recommend open written 
dialogue with state 



Energy & Commerce Recommendations 
• HRSA should have regulatory authority to administer and oversee 340B 

• Improve program integrity 

• Program requirements 

• Monitor and track use 

• Ensure low-income and uninsured directly benefit from 340B 

• HRSA requires additional resources 

• Independent audit requirements 

• Reduce duplicate discounts paid for under Medicaid managed care 

• HRSA should work toward ensuring that it audits covered entities and manufacturers at the same rate 

• Intent of the 340B program 

• 340B transparency 

• Ceiling prices 

• Disclose annual savings and/or revenue 

• Monitor charity care provided by covered entities 

• Reassess whether DSH is an appropriate measure for program eligibility or base on outpatient population metric 
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Audit Risk in the Continuum 
• Control Environment 

• HRSA database management 

• Written Policy and Procedure 

• Staffing 

• Internal Audit 

• Information Technology (Systems) 

• Billing 

• Inventory Management 

• Contracting 

• Control environment in contract environment 
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Written Policy and Procedure’s 
• An auditor will say: “prove it”; “show me in writing” 

• Documentation of the responsibility for care looks like what in the 
continuum? 

• Outline key assumptions that may impact a health center’s policy regarding 
which prescriptions are eligible to be filled; 

• Review the continuum of care and discuss the risk and benefits associated at 
various points in the continuum; and 

• Suggest policies and self-audit procedures to minimize risk and maximize 
benefit to patients. 

• Don’t get into the situation where you are having to come up with 
something.   

55 



Staffing for 340B Compliance 
• How many FTEs should be dedicated to your program? 

• What is the percentage of 340B revenue to your total revenue? 

• What is the skill set? 

• In-house  

• Contract 
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Internal Audit – Remember things change often 

• Review and update policy and procedures often by testing. 

• System changes 

• Changes in guidance/HRSA Audit results 
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Information Technology 

• System changes – Are things getting better? 
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CE Question 
• Which of the following would not be considered best practice for your 340B 

program? 

   

• Written Internal audit policy and procedure 

• Reliance on contract vendor to address compliance risk 

• Written documentation of quarterly testing of risk 

• Written documentation of results of quarterly testing of risk 

• Development of written corrective action plan for compliance errors identified 
in testing 

• Documentation of results of corrective action plan  
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CE Question & Answer 
• Which of the following would not be considered best practice for your 340B 

program? 

   

• Written Internal audit policy and procedure 

• Reliance on contract vendor to address compliance risk 

• Written documentation of quarterly testing of risk 

• Written documentation of results of quarterly testing of risk 

• Development of written corrective action plan for compliance errors identified 
in testing 

• Documentation of results of corrective action plan  
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Additional Questions? 
Scott Gold, CPA 

Partner, BKD, LLP 

901 E. St. Louis Street, Suite 200 

Springfield, MO  65801 

417-865.8701 

sgold@bkd.com  
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