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   Public Hospital Pharmacy Coalition

www.phpcrx.org
 (A Coalition of the National Association of Public Hospitals and Health Systems)


July 8, 2003

The Honorable Thomas A. Scully

Administrator

Centers for Medicare & Medicaid Services


Department of Health and Human Services

Attn:  CMS-1470-P
Hubert H. Humphrey Building, Room 443-G
200 Independence Avenue, SW

Washington, DC   20201

Re:  
Proposed Changes to the Hospital Inpatient Prospective Payment Systems and Fiscal Year 2004 Rates

Dear Mr. Scully:


We are writing to comment on the Proposed Changes to the Hospital Inpatient Prospective Payment Systems and Fiscal Year 2004 Rates (Proposed Rule) that the Centers for Medicare and Medicaid Services (CMS) published in the Federal Register on May 19, 2003 (68 Fed.Reg. 27154).  The Proposed Rule contains a provision that will eliminate the current method of reimbursing hospitals for their pharmacy residency programs.  We believe this provision will have significant and detrimental effects on the ability of safety net hospitals to maintain these programs while continuing to provide high-level care to their indigent, Medicare and Medicaid patient populations.


The Public Hospital Pharmacy Coalition (PHPC) is a non-profit organization which represents over 170 publicly-supported safety net hospitals participating in the drug discount program created by Section 340B of the Public Health Service Act.  In order to enroll in the 340B drug discount program, hospitals must be publicly-supported and serve a disproportionate share of Medicaid patients.  Our members meet these criteria and serve as important safety net medical providers to medically-indigent communities throughout the country.  The amount of Medicare reimbursement our members receive makes a crucial difference in their ability to offer high-quality health care services to patients who are unable to pay for their own health care.

A.
Medicare Always Has Reimbursed Pharmacy Residency Programs As Pass-Through Costs, and the Proposed Rule Represents a Sharp Departure From Long-Established Policy 

Traditionally, Medicare has treated pharmacy residency programs as graduate education programs and reimbursed them accordingly.  Under the Federal regulations regarding Costs of Approved Nursing and Allied Health Education Activities, the costs associated with pharmacy residency programs were passed-through and reimbursed on a reasonable cost basis.
  The Proposed Rule, however, would require hospitals to treat the costs associated with pharmacy residency programs as normal operating costs, which are reimbursed as part of the Medicare Prospective Payment System (PPS).

The Proposed Rule represents a significant and unjustified departure from well-established Medicare policy.  Since the inception of the Medicare program, the government has “recognized an obligation to share in the costs of education activities sponsored by participating providers…”
  In order to help fulfill this obligation, Medicare always has reimbursed providers for their approved nursing and allied health education programs.  As early as 1966, Medicare specifically helped cover the costs of “formally organized or planned programs of study usually engaged in by providers in order to enhance the quality of patient care in an institution.”
  

Over the next couple of decades, there were many disputes regarding whether an approved health education program had to be operated by the provider seeking reimbursement for the program, and, in 1979, the Medicare regulations were amended to reflect the result of a Federal court decision finding that the programs did not have to be provider-operated in order to be reimbursed by Medicare.
  In the 1983 interim final rule for the Department of Health and Human Services’s (HHS’s) introduction of the PPS, HHS decided to exclude the costs of approved health education programs from inpatient hospital operating costs.
  Hospitals were then able to pass through these costs and receive reimbursement for them on a reasonable cost basis. In the 1983 rule, HHS stated that costs related to six types of activities were not considered approved health education programs.  Among these six activities were “activities which do not involve the actual operation or support (except through tuition or similar payments) of an approved education program.”
  In the 1984 final rule implementing the PPS, HHS clarified its policy to state that only provider-operated allied health education programs were excluded from PPS and eligible to receive reimbursement on a reasonable cost basis.
 

Throughout the many subsequent changes to PPS and the Medicare system in general over the past twenty years, HHS has continued to reimburse pharmacy residency programs as pass through costs to be reimbursed on a reasonable cost basis.  HHS amended the specific regulations governing Medicare reimbursement of nursing and allied health education programs as recently as 2001, but these amendments did not alter the basic reimbursement policy for provider-operated pharmacy residency programs.
  As had been the case for decades, HHS’s primary concern regarding these programs was whether or not they were operated by providers seeking reimbursement for them.  HHS made no indication in the 2001 amendments that pharmacy residency programs may not qualify as reimburseable health education programs.

The recent Proposed Rule sets forth a significant change in HHS’s forty-year policy regarding reimbursement of pharmacy residency programs.  The preamble to the Proposed Rule states that CMS now believes “that provider-operated programs that do not lead to any specific certification in a specialty would be classified as continuing education.”
  CMS defined “certification” as “the ability to practice or begin employment in a specialty as a whole” and stated that pharmacy residency programs “do not meet the criteria for approval as a certified program.”
  These statements are completely new.  CMS never before articulated a requirement that allied health education programs must lead to certification in order to be eligible for pass-through, reasonable cost reimbursement.  Additionally, the Medicare program has consistently treated pharmacy residency programs as approved allied health education programs and reimbursed them on a reasonable cost basis for decades.

B.
CMS’s Proposed Rule is Based on Inaccurate Conclusions and Will Harm Hospitals and Patients Alike

  There are at least three major problems with CMS’s new position.  First, CMS has articulated no reasonable basis for altering its forty-year policy regarding approved allied health education programs and implementing a new standard for defining such programs.  Second, CMS’s new policy will severely harm safety net providers and reduce access to care for indigent, Medicare and Medicaid patients.  Third, even if CMS maintains its new standard requiring approved allied health education programs to lead to certification, pharmacy residency programs meet that standard.  We will address these issues in turn.

1. CMS Has Articulated No Reasonable Basis for Altering Its Long-Standing Policy of Reimbursing Pharmacy Residency Programs on a Reasonable Cost Basis

CMS has not provided a policy reason justifying its decision to alter the criteria used to determine whether a program qualifies as an approved allied health education program.  In the 2001 Final Rule regarding nursing and allied health education programs, CMS defined approved educational activities (for which pass-through, reasonable cost reimbursement was available) as “formally organized or planned programs of study of the type that: (1) Are operated by providers…; (2) Enhance the quality of inpatient care at the provider; and (3) [Are licensed by State law, or if licensing is not required, are accredited by the recognized national professional organization for the particular activity].”
  Many pharmacy residency programs meet these requirements, and, therefore, were able to satisfy the criteria for approved educational activities as recently as 2001.  Additionally, it is important to note that the preamble to the 2001 Final Rule specifically listed the American Society of Hospital Pharmacists (ASHP) as a “national approving bod[y]…that also meet[s] at least a minimum standard of accreditation” such that accreditation by ASHP fulfilled the third requirement for an approved education activity.
  Most importantly, the 2001 Final Rule contained no discussion of the certification requirement set forth in the Proposed Rule.  

Prior to the 2001 Final Rule, CMS had included in the hospital inpatient PPS regulation a list of approved allied health education programs eligible for pass-through, reasonable cost reimbursement.  The 2001 Final Rule removed that list, however, because CMS found that it led to confusion and failed to include all appropriate approved programs.
  CMS noted, however, that 

“[t]he programs that had been included in [the] list of approved programs were generally programs of long duration designed to develop trained practitioners in a nursing or allied health discipline, such as professional nursing or occupational therapy.  This is contrasted with a continuing education program of a month to a year in duration in which a practitioner, such as a registered nurse, received training in a specialized skill, such as enterostomal therapy.  While such training is undoubtedly valuable in enabling the nurse to treat patients with special needs and in improving the level of patient care in a provider, the nurse, upon completion of the program, continues to function as a registered nurse, albeit one with special skills.  Further distinction can be drawn between this situation and one in which a registered nurse undergoes years of training to become a CRNA.”

In the recent Proposed Rule, CMS simply states that its change in long-standing policy resulted from requests for further clarification of the above language.
  CMS does not specify why it chose to implement a certification requirement for approved educational programs as a means of addressing providers’ confusion regarding reimbursement for allied health education programs, however.  The failure to articulate a reasonable basis for the proposed amendment to decades-long policy is surprising, and the change in policy, therefore, appears arbitrary.

2. CMS’s Proposed Alteration of Pharmacy Residency Program Reimbursement Will Limit Patient Access to Pharmaceutical Care
Should CMS decide to adopt the certification requirement set forth in the Proposed Rule, many patients of safety net hospitals will face restricted access to pharmaceutical care.  A survey of PHPC member hospitals indicates that many of them will have to either reduce the number of positions available in their pharmacy residency programs or  eliminate their pharmacy residency programs altogether.  A survey by the American Society of Health-System Pharmacists of its members found similar results.  For at least one PHPC member located in a medically-underserved urban center, the change in reimbursement for pharmacy residency programs likely will mean a loss of all of its residency positions and, therefore, a loss of at least fifteen health care providers.  The impact of this loss will be borne by the hospital’s patients, many of whom are uninsured or beneficiaries of Medicare and Medicaid.  
The residents that hospitals will lose as a result of the change in reimbursement for pharmacy residency programs currently provide high-quality, cost-effective health care services.  As one of the respondents to our PHPC survey stated, “[w]ith rising drug costs, more complicated therapies, and increasing opportunities for medical errors, we need more, not [fewer] clinical pharmacists.”  Another respondent stated that “[residency] programs prepare new practitioners to provide daily pharmaceutical care functions in caring for Medicare patients...  These residency programs provide sources of pharmacists upon completion of these programs to hospitals during pharmacist shortages.  Pharmacy residents are essential members of the health care team…”  Another respondent stated that “[o]ur residents … provide priceless clinical services to our institution.  They perform most of our drug use evaluations, as well as allow time for scholarly activities (research, article writing).”   One respondent stated succinctly that “[o]ur residency programs bring significant value to our patients' care. Changes to the reimbursement would negatively impact patient care…”  Yet another stated that “[a]nything that detracts from continuing, or expanding, these programs will have a negative impact on the cost and quality of healthcare, beginning in the next 5-8 years.”  As you can see, safety net hospitals rely heavily on the experience and abilities of residency-trained pharmacists, and any decrease in the availability of pharmacy residents may lead to limited access to pharmaceutical care for patients.  

Even if hospitals could afford to replace residents with fully-trained pharmacists or replace residency-trained pharmacists with other health care professionals, such substitutions make no sense from an economic perspective.  Additionally, a reduction in the number of pharmacy residency positions will severely exacerbate the current pharmacist shortage in this country.  Safety net hospitals will have much more difficulty finding residency-trained pharmacists to fill the many hospital pharmacist positions requiring applicants to have completed a pharmacy residency.  Furthermore, the loss of pharmacy residency programs will result in diminished pharmacist training for those individuals who do graduate from pharmacy school.  A shortage of residency programs will mean that a greater number of pharmacists will enter hospital settings without the valuable training they would have received in a residency program.  These pharmacists will be unable to provide the high-level of pharmaceutical care that residency-trained pharmacists are able to render to patients.  

3. Pharmacy Residency Programs Meet the Certification Requirement Set Forth in the 

Propose Rule
Despite the conclusion CMS expresses in the Proposed Rule, pharmacy residency programs are not continuing education programs.  CMS states in the Proposed Rule that pharmacy residency programs do not result in “the ability to practice or begin employment in a specialty as a whole.”
  CMS sets forth as the reason for this conclusion that not all pharmacists who practice in a hospital setting have completed pharmacy residency programs. 
   CMS states that “[b]ecause pharmacy students need not complete the 1-year residency program to be eligible to practice pharmacy in the hospital setting, the 1-year programs that presently are operated by hospitals would be considered continuing education, and therefore, would be ineligible for pass-through reasonable cost payment.”
  

Contrary to CMS’s assertions, responses to PHPC’s survey of member hospitals indicate that completion of a pharmacy residency program is required for many hospital pharmacy positions, especially those in academic settings, and is quickly becoming a standard education requirement for pharmacists.
  Residency-trained pharmacists may assume responsibilities, such as clinic management and administration, that non-residency-trained pharmacists may be unable to assume.  Pharmacy residency programs teach management skills and provide experiences that prepare residents to work along side physicians and other health care professionals in a team setting.  These programs build on pharmacy internships and enable residents to assume the responsibilities of a cost-effective and fully-participating member of a health care delivery team.

On the other hand, continuing education does not accomplish these ends.  Most state boards of pharmacy require their members to complete fifteen hours of continuing education per year.  Pharmacists may obtain their continuing education in a variety of ways, including Internet training, conference calls, home study, etc.  This training differs significantly from the training received during a residency program.  Continuing education usually does not include interaction with non-pharmacist health care professionals or patients; whereas residency programs consist of a year or more of apprenticeship-like training.  The training and experiences obtained by pharmacy residents in residency programs cannot be duplicated by continuing education.

C.
Conclusion

The Proposed Rule suggesting a change from pass-through reimbursement to reimbursement as normal operating costs for costs associated with pharmacy residency programs is an unjustified departure from decades of Medicare policy and will result in both reduced access to pharmaceutical care and increased costs of health care delivery.  Pharmacy residency programs are unique training programs required for many hospital pharmacy positions.  Just as physicians must complete medical residency programs for many (but not all) physician careers, pharmacists must complete pharmacy residency programs for many pharmacist positions.  Residency-trained pharmacists assist many other health care professionals and provide cost-effective, well-rounded health services to hospital patients.  Should CMS choose to implement the Proposed Rule, many hospitals will be forced to reduce or eliminate their pharmacy residency programs, and this will have a deleterious effect on indigent, Medicare and Medicaid patients who rely on pharmacy residents and residency-trained pharmacists to provide pharmaceutical care.
Should you have any further questions regarding these comments, please contact Ted Slafsky at 202-872-6742 or Bill von Oehsen at 202-872-6765.

Sincerely,


___________________________

__________________________

Bill von Oehsen



Ted Slafsky

General Counsel



Director


Public Hospital Pharmacy Coalition

Public Hospital Pharmacy Coalition
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