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SUGGESTIONS FOR TIGHTENING UP PATIENT DEFINITION GUIDELINES1 

 
 
 1. Clarify that in order for a contractual relationship to satisfy the 340B 
professional care test,2 the contract must be legally binding such that adequate 
“consideration” is given by both the covered entity and the professional.  This will prevent 
contracts being used to extend 340B drugs to patients of non-entity physicians and other 
providers that really cannot be said to be providing services on behalf of the covered entity.  For 
example, in order for a covered entity to dispense 340B-priced drugs to an individual receiving 
services from a physician who is not an employee of the covered entity, the covered entity 
should pay the non-employee physician fair market value for his or her services and such 
services must be medical rather than administrative in nature. 
 
 2. Tighten up the “other arrangements” provision3 by formally incorporating the 
standards articulated in HRSA’s January 26, 2001 letter and by adding other limitations.  
Most disproportionate share hospitals have built their 340B programs around application of 
HRSA’s January 26, 2001 letter.4  HRSA’s letter basically allows a hospital to fill non-hospital 
prescriptions only if the non-hospital care giving rise to the prescriptions is proximate in time 
and scope to the hospital care received by the patient.  We recommend that these standards be 
explicitly applied to any individual who seeks 340B-priced drugs based on receiving care from a 
professional who is in a referral relationship or has other arrangements with the covered entity.  
We further recommend (1) that a service cannot be considered “hospital care” unless the cost of 
such care appears on a reimbursable line of the Medicare cost report and (2) that the non-hospital 
care cannot be considered to be proximate in time if more than a year has passed since the 
hospital care took place.  The new guidelines should also make clear that, even if an individual 
satisfies the proximate relationship test established under HRSA’s letter, (1) the 340B drugs must 
be dispensed by a hospital pharmacy that is reimbursable on the hospital’s cost report (or by a 
contract pharmacy in compliance with the contract pharmacy guidelines) and (2) ownership of 
the drug may not be transferred to a third party, including the treating physician or other provider 
furnishing the non-hospital care, before the patient receives the drug. 
 
 3. For covered entities that use the “other arrangements” language to extend 
340B pricing to employees and dependents, limit this practice to only those individuals who 
meet specific criteria.  Employees and dependents should not automatically qualify for 340B-
discounted drugs even though hospitals have historically filled employee prescriptions in 
accordance with the Robinson-Patman “own use” standard.  Rather, use of the 340B program to 

                                                 
1 61 Fed. Reg. 55,156 (Oct. 24, 1996). 
2 Id. at (C)(2). 
3 Id. 
4 Letter from Thomas G. Morford, HRSA Deputy Administrator, to William H. von Oehsen, PHPC Counsel 
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fill employee prescriptions should be limited to only those employees and dependents (1) who 
are enrolled in a covered entity’s employee health plan that is self-insured, (2) who receive in-
network services from participating physicians and other providers under contract with the plan, 
(3) who present prescriptions written in connection with such services, and (4) for whom the 
entity owns and/or maintains the health plan’s records.  The first two requirements are necessary 
to meet the 340B professional care test.5  Responsibility for employee care remains with the 
covered entity because the health plan is self-insured, which means that the entity is ultimately 
responsible for arranging and reimbursing for such care.  The third requirement is necessary to 
meet the proximate relationship test set forth in HRSA’s January 26, 2001 letter.  The last 
requirement is necessary to satisfy the maintenance-of-record test.6 
 
 4. Tighten up the reference to “health care services” in the professional care test7 
by requiring that the services be clinically meaningful, not duplicate existing care, involve 
face-to-face visits with a professional, and reflect ongoing care rather than a single encounter.  
This step would guard against covered entities providing one-time, superficial or unnecessary 
services to individuals as a basis for making them 340B-eligible.  Telemedicine services, for 
example, would not create a patient relationship recognizable under 340B if the services simply 
involve a consultation via telephone or videoconferencing.   
 
 5. Define what kinds of case management and disease management services 
constitute “health care services” within the meaning of the patient definition professional care 
test.8  Case management is a required service for community health centers, so it is important 
that an individual not be at risk of losing his or her 340B eligibility based on receiving case 
management services from a health center, even if those are the only services that the individual 
receives.  With respect to case management services provided by hospitals and other types of 
covered entities, we recommend that HRSA rely on the distinction between direct patient 
services versus administrative services articulated in recent CMS guidelines and that HRSA only 
recognize the former type of case management for patient definition purposes.9   
 
 6. Clarify that a covered entity cannot be said to “maintain” a health care record10 
unless it incurs costs in performing such maintenance and the costs appear on a reimbursable 
line of the Medicare cost report.  This limitation would prevent a covered entity from claiming 
that it maintains patient records that are simply copies of records generated by outside parties 
and supplied to the entity for the sole purpose of satisfying the maintenance-of-record test. 
 
 7. Clarify that whatever record is relied upon to satisfy the 340B maintenance-of-
record test,11 it must reflect the services giving rise to the order or prescription that the covered 
entity wants to fill with 340B drugs.  Besides providing evidence that an individual is a bona 
fide patient of the covered entity, the maintenance-of-record requirement can serve a secondary 
purpose, namely, to provide an audit trail reflecting how a particular 340B-discounted drug is 
                                                 
5 61 Fed. Reg. 55,156 at (C)(2) (Oct. 24, 1996). 
6 Id. at (C)(1). 
7 Id. at (C)(2). 
8 Id. 
9 CMS, Letter to State Medicaid Directors, SMDL # 04-002 (Feb. 25, 2004). 
10 61 Fed. Reg. 55,156 at (C)(1). 
11 Id.  
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used by the provider.  With respect to prescriptions written by outside physicians, the records 
should reflect that a referral to the prescribing physician was made or that the outside physician 
and covered entity are working together in caring for the patient. 
 
 8. Mention that pharmacy records alone cannot satisfy the maintenance-of-record 
test.  The current guidelines specify that the dispensing of drugs to an individual is insufficient 
by itself to establish a patient relationship that would allow the covered entity to use 340B-priced 
drugs for that individual.12  Consistent with this exclusion is the suggestion that a covered entity 
must maintain more than a pharmacy record to meet 340B standards. 
 
 

 
  

 
 
 
 
 
 
 
 
 
 
 
 
 

                                                 
12 Id. at 55,158. 


