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Hospice-Related Comments: 
 
Comment:  Several commenters expressed concern about the potential application 
of § 424.535(a)(14) to hospice and palliative physicians.  They stated that 
medications furnished ina hospice or palliative setting often require doses and 
indications that are generally not seen in conventional care.  Such doses, they 
contend, are often necessary to relieve pain and furnish comfort to terminally ill 
patients, noting also that dosages might vary depending on what stage of the dying 
process the patient is in; terminally ill patients, they state, require different pain 
management strategies and often higher doses of opioids than those who are not 
terminally ill.  The possible application of § 424.535(a)(14) to hospice and palliative 
physicians, they asserted, could prevent these physicians from prescribing needed 
medications to dying patients due to concerns about prescribing outside the usual 
norms.  They requested an exception to  § 424.535(a)(14) when the patient is 
specifically receiving hospice or palliative services. 
 
Another commenter suggested exempting from § 424.535(a)(14) those physicians 
who are ABMS-board certified in hospice and palliative medicine, or medical 
directors certified by the Hospice Medical Director Certification Board.  
 
Response:  We decline to establish a specific exception for hospice or palliative 
physicians or services, for this would eliminate our ability to take action against 
truly egregious and dangerous prescribing practices that may occur in such settings.  
However, as stated earlier, we fully understand that each patient is different, as is 
his or her specific condition and needs.  We will operate under this overriding 
principle when considering whether § 424.535(a)(14) should be invoked in a 
particular instance. 
 
Comment:  A commenter stated that because of the limited number of certified 
hospice and palliative physicians, most hospice and palliative patients will be cared 
for by their primary care physician or mid-level practitioner.  The commenter 
recommended that CMS add an appeals process with peer-review to ensure that 
good clinicians are not penalized unduly.  Other commenters expressed concern that 
the proposed rule made no mention of appeal rights, while one commenter 
requested how physicians can defend themselves against a § 424.535(a)(14) 
revocation. 



 
Response:  A physician or eligible professional whose Medicare billing and 
prescribing privileges are revoked under § 424.535(a)(14) may appeal the 
revocation per 42 CFR part 498.  Also, as already mentioned, we anticipate that 
physicians and other medical personnel of CMS may be consulted, as needed, in 
potential § 424.535(a)(14) cases. 
 
Comment:  One commenter stated that CMS should clarify the term "necessary 
evaluation" as it is used in  § 424.535(a)(14)(i)(B); the commenter explained that a 
hospice or palliative physician must often rely on the evaluations of the nurses and 
is not always able to physically see a homebound patient.  The commenter was 
concerned that he or she would not be able to adjust dosages without seeing the 
patient.  Another commenter stated that in applying this criterion, CMS should focus 
more on the prescriber's status than on beneficiaries who may be evaluated outside 
of their normal residence.   

Response:  We are not in a position to further clarify or define the term "necessary 
evaluation" in this rule, for we must retain the flexibility to address the variety of 
factual scenarios that could potentially implicate § 424.535(a)(14).  However, we 
recognize the commenter's concern, and as stated earlier we will account for the 
patient's particular needs and circumstances. 

Comment:  A commenter stated that proposed § 424.535(a)(14) may run counter to 
Medicare regulations that protect patient rights, creating the possibility that 
systematic limitations on prescribing practices may constitute a violation of 
patients' rights to pain assessments, palliative care, and the provision of hospice 
care.    

Response:  We disagree with the commenter. We do not believe that § 
424.535(a)(14) will hinder the ability of Medicare beneficiaries to receive 
appropriate medications, particularly considering that:  (1) § 424.535(a)(14) will 
only be applied in egregious instances; and (2) the patient's particular needs, 
circumstances, and setting will be taken into account. 


