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supported the APC Panel 
recommendation that we eliminate 
altogether the diagnosis coding 
requirement for APC 0339. One 
commenter stated that medical care 
included in hourly observation charges 
billed under revenue code 762 for 
syncope and collapse, transient cerebral 
ischemia, and hypovolemia is medically 
necessary and distinct from services 
rendered in the emergency department 
or a clinic, is similar to that furnished 
to patients with congestive heart failure, 
asthma, and chest pain, and should 
therefore be paid for separately.

Response: We appreciate the support 
expressed by numerous commenters for 
the changes in requirements that we 
proposed for CY 2005 in order for 
hospitals to receive separate payment 
for observation services. As we indicate 
below, we are making final most of the 
changes that we proposed, with some 
modifications based on comments that 
we received. Although we are not going 
to implement in the CY 2005 OPPS the 
recommendations made by commenters 
and the APC Panel to expand separate 
payment for observation to include 
conditions in addition to congestive 
heart failure, asthma, and chest pain, we 
will continue to analyze our data and 
study the impact of such a change for 
reconsideration in future updates of the 
OPPS. 

Comment: Several commenters 
supported our proposal to change how 
we define ending time or ‘‘discharge’’ 
from observation care. However, those 
commenters also requested further 
clarification of what we mean by 
‘‘discharge.’’ 

Response: We carefully considered 
the thoughtful comments related to our 
proposal to modify the current policy 
regarding the time that should be 
recorded to designate when observation 
care ends. Based on suggestions from 
commenters, we are elaborating upon 
our proposal to define as the end of 
observation, the time the outpatient is 
either discharged from the hospital or 
admitted as an inpatient. Specifically, 
we consider the time when a patient is 
‘‘discharged’’ from observation status to 
be the clock time when all clinical or 
medical interventions have been 
completed, including any necessary 
followup care furnished by hospital staff 
and physicians that may take place after 
a physician has ordered that the patient 
be released or admitted as an inpatient. 
However, observation care does not 
include time spent by the patient in the 
hospital subsequent to the conclusion of 
therapeutic, clinical, or medical 
interventions, such as time spent 
waiting for transportation to go home. 

Comment: A few commenters 
requested clarification of the starting 
time for observation. One commenter 
recommended that CMS make it clear 
that observation time begins with the 
patient’s placement in the bed and 
initiation of observation care, regardless 
of whether the bed is in a holding area 
or is in an actual observation bed or 
unit, as long as appropriate observation 
care is being provided. Another 
commenter asked if CMS will allow 
providers to document observation start 
time on any applicable document in the 
medical record and not limit the start 
time documentation to the nurse’s 
observation admission note. 

Response: We have stated in past 
issuances and rules that observation 
time begins at the clock time appearing 
on the nurse’s observation admission 
note, which coincides with the 
initiation of observation care or with the 
time of the patient’s arrival in the 
observation unit (66 FR 59879, 
November 30, 2001; Transmittal A–02–
026 issued on March 28, 2002; and 
Transmittal A–02–129 issued on 
January 3, 2003.) In the August 16, 2004 
proposed rule, we stated that 
observation time must be documented 
in the medical record and begins with 
the beneficiary’s admission to an 
observation bed (69 FR 50534). We agree 
with the commenter on the need for 
clarification, and we will reiterate in 
provider education materials developed 
for the CY 2005 OPPS update that 
observation time begins at the clock 
time documented in the patient’s 
medical record, which coincides with 
the time the patient is placed in a bed 
for the purpose of initiating observation 
care in accordance with a physician’s 
order. 

Comment: One commenter, a hospital 
trade association, recommended that 
CMS reconsider requiring hospitals to 
report one of the ICD–9–CM diagnosis 
codes designated for payment of APC 
0339 as the admitting or principal 
diagnosis on the hospital claim. The 
commenter was concerned that, if we 
restrict the position of the diagnosis 
code to the admitting or principal field, 
many claims that otherwise meet the 
criteria for separate payment of 
observation will not be payable because 
coding rules and the frequency by 
which Medicare beneficiaries with 
asthma, congestive heart failure or chest 
pains have other presenting signs, 
symptoms, and clinical conditions will 
result in inappropriate placement of the 
requisite diagnosis code. Therefore, the 
commenter recommended that CMS 
accept the required diagnosis code in 
any diagnosis code field. 

Response: Our proposal to require 
hospitals to report one of the specified 
ICD–9–CM codes in the admitting or 
principal diagnosis field is a 
modification of policy that we 
implemented in the November 30, 2001 
final rule (66 FR 59880). We disagree 
with the commenter that this 
requirement will result in many claims 
for APC 0339 not being paid. Rather, we 
believe that requiring hospitals to report 
the signs, symptoms, and conditions 
that are the reason for the patient’s visit 
will enhance coding accuracy and 
ensure that we are paying appropriately 
for APC 0339 by limiting separate 
payment to those observation services 
furnished to monitor asthma, chest pain, 
or congestive heart failure. If we 
continued to accept the required ICD–9–
CM diagnosis code as a secondary 
diagnosis, we would remain concerned 
that we may be making separate 
payment for observation for conditions 
other than asthma, congestive heart 
failure or chest pain because these 
conditions are reported in the secondary 
diagnosis field even though they are not 
the clinical reason that the patient is 
receiving observation services. 

Because we want to give hospitals 
ample time to incorporate this 
requirement into their billing systems, 
we will not implement this requirement 
before April 1, 2005. However, we are 
making final in this final rule with 
comment period the requirement that, 
beginning April 1, 2005, hospitals must 
report a qualifying ICD–9 CM diagnosis 
code in Form Locator (FL) 76, Patient 
Reason for Visit, and/or FL 67, principal 
diagnosis, in order for the hospital to 
receive separate payment for APC 0339. 
If a qualifying ICD–9 diagnosis code(s) 
is reported in the secondary diagnosis 
field but is not reported in either the 
Patient Reason for Visit field (FL 76) or 
the principal diagnosis field (FL 67), 
separate payment for APC 0339 will not 
be allowed. 

Comment: One commenter requested 
that CMS modify the requirement that 
there be documentation that the 
physician has explicitly assessed the 
beneficiary risk to determine that he 
would benefit from observation care. 

Response: We expect that, prior to 
issuing an order to place a patient in 
observation status, it is standard 
procedure for the physician to assess the 
patient’s condition to determine the 
clinically appropriate intervention that 
is most likely to result in maximum 
benefit for the patient given his or her 
condition at that time. To expect 
documentation of that assessment in the 
medical record of a patient for whom an 
order to receive observation care has 
been issued is not new, excessive, or 
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unduly burdensome, but rather is an 
essential part of the patient’s medical 
record to support the medically 
reasonable and necessary nature of the 
services ordered and furnished.

Comment: One commenter requested 
that CMS allow observation care 
following surgery if recovery time is 
longer than expected. 

Response: As stated in the proposed 
rule, this situation is precisely contrary 
to the purpose of the observation care 
benefit. We again note that recovery 
time has been factored into the payment 
for the surgery. Although there is 
variation among patients’ recovery 
times, that variation is part of the 
averaging that is inherent in a 
prospective payment system. Those 
costs are not considered as part of the 
payment for observation care, which 
serves an entirely different purpose for 
beneficiaries in the outpatient setting. 

Comment: One commenter 
recommended adding ICD–9–CM 
diagnosis code 427.31 (Atrial 
fibrillation) to the list of specified 
diagnosis codes that could be included 
on claims for separately payable 
observation services furnished to 
patients with congestive heart failure or 
chest pain, or both. 

Response: While many patients may 
have chronic atrial fibrillation that is 
asymptomatic, we agree that some 
patients may present chest pain as a 
significant symptom associated with 
atrial fibrillation. Atrial fibrillation may 
also complicate acute myocardial 
infarction. Patients who are being 
evaluated and managed with 
observation care for chest pain in a 
hospital may be found to have 
symptomatic atrial fibrillation as the 
likely etiology of their chest discomfort 
following comprehensive assessment. 
However, we would generally expect 
that patients with chest pain and atrial 
fibrillation receiving observation 
services in the hospital would be 
receiving these services specifically for 
their chest pain and that one of the 

chest pain diagnoses already on our list 
of diagnosis codes would be present on 
the claim as the reason for the visit or 
the principal diagnosis. Similarly, with 
respect to atrial fibrillation and 
congestive heart failure, congestive 
heart failure is an independent predictor 
of atrial fibrillation. However, as with 
chest pain and atrial fibrillation, we 
would generally expect that patients 
with congestive heart failure and atrial 
fibrillation receiving observation 
services in the hospital to be receiving 
these services specifically for their 
congestive heart failure and that one of 
the congestive heart failure diagnoses 
already on our list of diagnosis codes 
would be present on the claim as the 
reason for the visit or the principal 
diagnosis. 

Therefore, while we agree with the 
commenter’s suggestion that code 
427.31 could be viewed as a reasonable 
diagnosis code for chest pain for which 
separate payment for observation 
services might be made under the OPPS, 
we believe it is unnecessary and 
redundant to add it to the list for chest 
pain because any of the existing ICD–9–
CM diagnosis codes listed in Table 32 
for chest pain suffices for purposes of 
the OPPS observation payment policy. 
Likewise, we are not adding code 427.31 
to the list of acceptable congestive heart 
failure diagnoses for which separate 
payment for observation services is 
made by the OPPS. 

Comment: One commenter 
recommended that diagnostic heart 
catheterization procedures, CPT codes 
93510 through 92529, performed within 
24 hours of an observation stay not 
disqualify separate payment for the 
observation even though these codes are 
assigned status indicator ‘‘T,’’ because it 
is not uncommon for patients admitted 
through the emergency department to 
observation for chest pain to be 
followed up with a diagnostic heart 
catheterization within 24 hours. 

Response: This scenario was 
discussed during the February 2004 

APC Panel meeting, although it was not 
advanced as a formal recommendation. 
While we are not adopting the 
commenter’s recommendation at this 
time, we are making final in this final 
rule with comment period several 
changes in the requirements for separate 
payment for observation care, for 
implementation in CY 2005. We believe 
further analysis of any impact of such a 
change, in addition to analysis of the 
other changes being implemented in CY 
2005, is necessary. We note that by the 
APC Panel may wish to consider this in 
future meetings. 

Comment: One commenter, 
representing a health system, suggested 
extensive billing and coding changes to 
further simplify claims submission for 
observation services. These suggestions 
included revision of the definition of 
HCPCS code G0263 and elimination of 
HCPCS code G0264 for direct 
admissions; replacing use of HCPCS 
code G0244 with a revenue code and 
CPT codes and letting the OCE 
determine if the criteria for payment of 
APC 0339 are met; clarification of 
billing for postanesthesia care unit 
(PACU) services; and use of revenue 
codes to distinguish between 
observation in a clinic and observation 
in an emergency department. 

Response: We welcome the 
commenter’s suggestions and will 
endeavor during the next year to 
evaluate their feasibility and impact of 
any such changes. However, we 
recognize that extensive systems 
changes would be required to 
implement many of these suggestions, 
but will consider them for possible 
implementation in future updates of the 
OPPS. 

After carefully considering the public 
comments received related to our 
proposed requirements to receive 
separate payment for observation 
services in CY 2005, we are adopting 
our proposal as final without 
modification. 
BILLING CODE 4120–01–P

VerDate jul<14>2003 11:37 Nov 12, 2004 Jkt 205001 PO 00000 Frm 00152 Fmt 4701 Sfmt 4700 C:\15NOR2.SGM 15NOR2



65833Federal Register / Vol. 69, No. 219 / Monday, November 15, 2004 / Rules and Regulations 

VerDate jul<14>2003 11:37 Nov 12, 2004 Jkt 205001 PO 00000 Frm 00153 Fmt 4701 Sfmt 4725 C:\15NOR2.SGM 15NOR2 E
R

15
N

O
04

.0
58

<
/G

P
H

>



65834 Federal Register / Vol. 69, No. 219 / Monday, November 15, 2004 / Rules and Regulations 

BILLING CODE 4120–01–C 

E. Procedures That Will Be Paid Only as 
Inpatient Procedures 

Before implementation of the OPPS, 
Medicare paid reasonable costs for 
services provided in the outpatient 
department. The claims submitted were 
subject to medical review by the fiscal 
intermediaries to determine the 
appropriateness of providing certain 
services in the outpatient setting. We 
did not specify in regulations those 
services that were appropriate to 
provide only in the inpatient setting and 
that, therefore, should be payable only 
when provided in that setting. 

Section 1833(t)(1)(B)(i) of the Act 
gives the Secretary broad authority to 
determine the services to be covered 
and paid for under the OPPS. In the 
April 7, 2000 final rule with comment 
period, we identified procedures that 

are typically provided only in an 
inpatient setting and, therefore, would 
not be paid by Medicare under the 
OPPS (65 FR 18455). These procedures 
comprise what is referred to as the 
‘‘inpatient list.’’ The inpatient list 
specifies those services that are only 
paid when provided in an inpatient 
setting. These are services that require 
inpatient care because of the nature of 
the procedure, the need for at least 24 
hours of postoperative recovery time or 
monitoring before the patient can be 
safely discharged, or the underlying 
physical condition of the patient. As we 
discussed in the April 7, 2000 final rule 
with comment period (65 FR 18455) and 
the November 30, 2001 final rule (66 FR 
59856), we use the following criteria 
when reviewing procedures to 
determine whether or not they should 
be moved from the inpatient list and 

assigned to an APC group for payment 
under the OPPS: 

• Most outpatient departments are 
equipped to provide the services to the 
Medicare population. 

• The simplest procedure described 
by the code may be performed in most 
outpatient departments. 

• The procedure is related to codes 
that we have already removed from the 
inpatient list.

In the November 1, 2002 final rule (67 
FR 66792), we added the following 
criteria for use in reviewing procedures 
to determine whether they should be 
removed from the inpatient list and 
assigned to an APC group for payment 
under the OPPS: 

• We have determined that the 
procedure is being performed in 
multiple hospitals on an outpatient 
basis; or 
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• We have determined that the 
procedure can be appropriately and 
safely performed in an ASC and is on 
the list of approved ASC procedures or 
proposed by us for addition to the ASC 
list. 

In the November 7, 2003 final rule 
with comment period, we did not 
implement any changes in our payment 
policies for the OPPS inpatient list. 
However, we addressed issues and 
concerns raised by commenters in 
response to the August 12, 2003 
proposed rule and further clarified 
payment policies related to the OPPS 
inpatient list. 

At the February 2004 meeting, the 
APC Panel made the recommendation to 
remove the following four abscess 
drainage CPT codes from the inpatient 
list: 44901, 49021, 49041, and 49061. As 
discussed in the proposed rule, we 
agreed with the APC Panel’s 
recommendation and we proposed to 
remove these four abscess codes from 
the inpatient list and to assign them to 
APC 0037 for OPPS payment in CY 
2005. 

The APC Panel also made a 
recommendation to either eliminate the 
inpatient list from the OPPS or to 
evaluate the current list of procedures 
for any other appropriate changes. As 
recommended by the APC Panel, we 
sought to identify additional procedure 
codes to propose for removal from the 
inpatient list, consistent with the 
criteria listed above. To assist us in 
identifying procedures that were being 
widely performed on an outpatient basis 
for clinical review, we looked for 
services on the inpatient list that were 
performed on Medicare beneficiaries in 
all sites of service other than the 
hospital inpatient setting approximately 
60 percent or more of the time. We 
relied on CY2003 Medicare Part B 
Extract and Summary System (BESS) 
data for this information. We chose 60 
percent as a threshold because, in 
general, we believe that a procedure 
should be specifically considered for 
removal from the inpatient list if there 
is evidence that it is being performed 
less than one half of the time in the 
hospital inpatient setting. For 
procedures where data demonstrate that 
they are being delivered to Medicare 
beneficiaries in a safe and appropriate 
manner on an outpatient basis in a 
variety of different hospitals, we believe 
that it is reasonable to consider the 
removal of these procedures from the 
inpatient list. After further clinical 
evaluation of codes that met our 60-
percent threshold to ensure that these 
procedures met our other criteria for 
removal from the inpatient list and were 
truly appropriate for consideration, we 

proposed to place 20 procedures that are 
on the inpatient list for the CY 2004 
OPPS into clinical APCs for payment 
under the OPPS for CY 2005. We 
proposed to assign all of these codes the 
status indicator ‘‘T.’’ Two additional 
services, CPT codes 00174 and 00928, 
were proposed to be removed and 
assigned a status indicator ‘‘N’’ because, 
under the OPPS, anesthesia codes are 
packaged into the procedures with 
which they are billed. 

We proposed not to accept the APC 
Panel’s recommendation to completely 
eliminate the inpatient list for CY 2005. 
We solicited comments, especially from 
professional societies and hospitals, on 
whether any procedures on the CY 2005 
proposed inpatient list were appropriate 
for removal and whether any other such 
procedures should be separately paid 
under the OPPS. We also asked 
commenters who recommend that a 
procedure that is currently on the 
inpatient list be reclassified to an APC 
to include evidence (preferably from 
peer-reviewed medical literature) that 
the procedure is being performed on an 
outpatient basis in a safe and effective 
manner. We requested that commenters 
suggest an appropriate APC assignment 
for the procedure and furnish 
supporting data to assist us in 
determining, based on comments, if the 
procedure could be payable under the 
OPPS in CY 2005. 

We received a number of public 
comments on our proposal to retain the 
inpatient list and to delete 22 procedure 
codes from the inpatient list and our 
solicitation of additional procedures 
currently on the inpatient list that 
should be reclassified to an APC, with 
supporting evidence. 

Comment: One commenter 
recommended that CMS remove the 
following CPT codes for spinal 
procedures currently on the inpatient 
list: CPT codes 22554, 22585, 22840, 
22842, 22845, 22846, 22855, 63043, 
63044, 63075, and 63076. The 
commenter submitted several published 
articles related to the performance of 
these procedures in the hospital 
outpatient setting. 

Response: After careful review of the 
list of procedures and the accompanying 
articles submitted by the commenter, we 
believe these procedures should remain 
on the inpatient list for CY 2005. All of 
the procedures recommended by the 
commenter for removal were performed 
more than 90 percent of the time in the 
hospital inpatient setting on Medicare 
beneficiaries according to our BESS 
data. There was no evidence submitted 
to demonstrate that the procedures were 
being provided safely and effectively to 
patients demographically similar to 

Medicare beneficiaries in multiple 
hospitals in the outpatient hospital 
setting. We are concerned that none of 
the published studies, with the 
exception of one, included patients in 
the general Medicare-eligible age range 
of 65 years or older. We do not believe 
that experience in providing these major 
spinal procedures to young and middle-
aged adults in the outpatient setting can 
necessarily be generalized as safe and 
appropriate for typical Medicare 
beneficiaries. 

Comment: One commenter requested 
that CPT code 58260 (Vaginal 
hysterectomy) be removed from the 
inpatient list. The commenter stated 
that surgeons at the hospital believed 
that performing this procedure in an 
outpatient setting has been a standard of 
practice for a long time. 

Response: According to our BESS 
data, the procedure described by CPT 
58260 was performed more than 90 
percent of the time in the hospital 
inpatient setting on Medicare 
beneficiaries. There was no evidence 
submitted by the commenter to 
demonstrate that this procedure was 
being provided safely and effectively to 
patients demographically similar to 
Medicare beneficiaries in multiple 
hospitals in the outpatient hospital 
setting. Thus, we believe this procedure 
should remain on the inpatient list. 

Comment: Several commenters, 
including a hospital association, 
recommended the elimination of the 
inpatient list, echoing the APC Panel’s 
recommendation from February 2004. 
The commenters stated that, while it is 
appropriate to leave the decision of site 
of service to the physicians, hospitals 
are unable to receive payment for 
services on this list that are performed 
in the hospital outpatient setting. One 
commenter argued that the current 
policy penalizes beneficiaries because 
they must be admitted as inpatients to 
receive these procedures, rather than 
receiving these services in an outpatient 
setting and being allowed to return 
home.

Response: In the November 7, 2003 
final rule (67 FR 66797), we specified 
the inpatient list to include services that 
are payable by Medicare only when 
provided in an inpatient setting. These 
are services that generally require 
inpatient care because of the nature of 
the procedure, the need for at least 24 
hours of postoperative recovery time or 
monitoring before the patient can be 
safely discharged, or the underlying 
physical condition of the Medicare 
beneficiary. We also listed in the 
November 7, 2003 final rule (68 FR 
63466) the criteria that we use to 
evaluate whether a procedure should be 
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removed from the inpatient list. We do 
not believe that all services can be safely 
and effectively delivered to Medicare 
beneficiaries in the outpatient setting. 
We are concerned that elimination of 
the inpatient list could result in unsafe 
or uncomfortable care for Medicare 
beneficiaries. Among the potential 
results are long observation stays after 
some procedures and imposition of 
OPPS copayments, which could differ 
significantly from a patient’s inpatient 
cost-sharing responsibilities. 

We believe that it is important for 
hospitals to educate physicians on 
Medicare services provided under the 
OPPS to avoid inadvertently providing 
services in an outpatient setting that are 
more appropriate to an inpatient setting. 

Comment: A few commenters 
recommended that CMS consider 
developing an appeals process to 
address circumstances in which 
payment for a procedure provided on an 
outpatient basis is denied because it is 
on the inpatient list. 

Response: We would like to 
emphasize that procedures on the 
inpatient list that are performed on a 
patient whose status is that of an 
outpatient are not payable under 
Medicare. CPT codes assigned a status 
indicator of ‘‘C,’’ such as those listed in 
Addendum E, are not payable under the 
OPPS, except under conditions 
described in the November 1, 2002 final 
rule (67 FR 66799). 

Comment: A few commenters 
requested that CMS clarify the criteria 
and the sources of data used to 
determine whether a procedure is 
appropriate for removal from the list. 
Other commenters expressed concern 
with the 60-percent threshold criterion 
used to evaluate codes for removal from 
the inpatient list. One commenter 
recommended that CMS revise its 
criteria because major teaching hospital 
outpatient departments often are the 
first places to perform services that had 
previously been performed only in the 
inpatient setting. This commenter 
argued that there would most likely be 

a time gap between when these services 
could be performed safely in teaching 
hospital outpatient departments and 
their dissemination to most hospitals’ 
outpatient departments. The commenter 
recommended that the determining 
factor regarding whether a procedure 
should be removed from the inpatient 
list should be whether the procedure 
can be performed safely in an outpatient 
department and not the number of 
outpatient departments in which the 
procedure is performed. 

Response: We recognize that teaching 
hospitals may have more 
technologically advanced equipment, 
more experienced staff, and greater 
resources than nonteaching hospitals. 
These characteristics may lead teaching 
hospitals to be the first places to 
perform on an outpatient basis some 
procedures on the inpatient list. On the 
other hand, community, nonteaching 
hospitals have pioneered the movement 
of some procedures to the outpatient 
setting, in part because of their 
responsiveness to identified local needs 
or their development of specific 
pathways for care. We cannot expect 
that all hospitals will have the necessary 
staff experience, resources, equipment, 
and interest to move many procedures 
to the outpatient setting. For these 
reasons, we do not believe that 
procedures that have been demonstrated 
to be performed safely and effectively 
on an outpatient basis in any single 
hospital or small group of hospitals 
alone are routinely appropriate for 
removal from the inpatient list. 

In addition, we want to clarify that 
the 60-percent threshold discussed in 
our proposed rule is not an established 
criterion that we use to determine 
whether a procedure is appropriate for 
removal from the inpatient list. The 60-
percent threshold was used as an 
operational tool to identify from the 
entire inpatient list those procedures 
that we believe are currently already 
being performed in the outpatient 
setting a majority of the time based on 
our CY 2003 BESS data, so that these 

services could then undergo clinical 
review against the criteria for removal 
from the inpatient list. The BESS 
database aggregates all physician billing 
throughout the year for each service 
provided to Medicare beneficiaries and 
billed under the Medicare Physician Fee 
Schedule. Summary data include 
information regarding the site of service 
(hospital inpatient, hospital outpatient, 
physician’s office, among others) and 
specialty of the physician performing 
the service. We emphasize that our 
review of the codes recommended by 
the commenters for removal from the 
list was not based on this threshold. 
Rather, our determination was based on 
the set of criteria described in the 
November 7, 2003 final rule (68 FR 
63466).

We encourage hospitals and 
physicians to submit recommendations 
regarding procedures they believe meet 
our criteria for removal from the 
inpatient list at any time. We ask that 
evidence be submitted to demonstrate 
that the procedure is being performed 
on an outpatient basis in a safe and 
appropriate manner in a variety of 
different types of hospitals. 

Comment: Numerous commenters 
supported the proposed removal of the 
22 CPT codes from the inpatient list. In 
addition, a few commenters expressed 
support for retaining the list of inpatient 
procedures. One commenter stated that 
eliminating the list could create an 
increase in inappropriate observation 
stays by assigning observation status to 
patients whose status should have been 
inpatient. 

Response: We appreciate the 
commenters’ support. 

In this final rule, we are finalizing our 
proposed retention of the inpatient list 
for the OPPS. We also are finalizing our 
proposal to remove 22 procedures from 
the CY 2004 list. Table 39 below lists 
the procedure codes that are being 
removed from the inpatient list and 
their APC assignments, effective January 
1, 2005. 
BILLING CODE 4120–01–P
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BILLING CODE 4120–01–C 

F. Hospital Coding for Evaluation and 
Management Services 

1. Background 

Currently, for claims processing 
purposes, we direct hospitals to use the 
CPT codes used by physicians to report 
clinic and emergency department visits 
on claims paid under the OPPS. 
However, as discussed in the proposed 
rule, we have received comments 
suggesting that the CPT codes are 
insufficient to describe the range and 
mix of services provided to patients in 
the clinic and emergency department 
setting because they are defined to 
reflect only the activities of physicians 
(for example, ongoing nursing care, and 
patient preparation for diagnostic tests). 
For both clinic and emergency 
department visits, there are currently 
five levels of care. To facilitate proper 
coding, we require each hospital to 
create an internal set of guidelines to 

determine what level of visit to report 
for each patient (April 7, 2000, final rule 
with comment period (65 FR 18434)). 

We have continued our efforts to 
address the situation of proper coding of 
clinic and emergency department visits 
to ensure proper Medicare payments to 
hospitals. Commenters who responded 
to the August 24, 2001 OPPS proposed 
rule (66 FR 44672) recommended that 
we retain the existing evaluation and 
management coding system until 
facility-specific evaluation and 
management codes for emergency 
department and clinic visits, along with 
national coding guidelines, were 
established. Commenters also 
recommended that we convene a panel 
of experts to develop codes and 
guidelines that are simple to understand 
and to implement, and that are 
compliant with the HIPAA 
requirements. We agreed with these 
commenters, and in our November 1, 
2002 OPPS final rule (67 FR 66792), we 
stated that we believed the most 

appropriate forum for development of 
new code definitions and guidelines 
would be an independent expert panel 
that could provide information and data 
to us. We believed that, in light of the 
expertise of organizations such as the 
AHA and the AHIMA, these 
organizations were particularly well 
equipped to do so and to provide 
ongoing education to providers. 

The AHA and the AHIMA, on their 
own initiative, convened an 
independent expert panel comprised of 
members of the AHA and AHIMA, as 
well as representatives of the American 
College of Emergency Physicians, the 
Emergency Nurses Association, and the 
American Organization of Nurse 
Executives, to develop code 
descriptions and guidelines for hospital 
emergency department and clinic visits 
and to provide us with the information 
and data. In June 2003, we received the 
panel’s input concerning a set of 
national coding guidelines for 
emergency and clinic visits.
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As we noted in the proposed rule, we 
are still considering the panel’s set of 
coding guidelines. Although we did not 
propose the panel’s set of coding 
guidelines, we received several 
comments on the Panel’s coding 
guidelines and are continuing to review 
these public comments. In the 
November 7, 2003 OPPS final rule with 
comment period (68 FR 63463), we also 
indicated that we would implement 
new evaluation and management codes 
only when we are also ready to 
implement guidelines for their use. As 
we have not yet proposed new 
evaluation and management codes, we 
again note that we will allow ample 
opportunity for public comment, 
systems changes, and provider 
education before implementing such 
new coding requirements. 

2. Proposal for Evaluation and 
Management Guidelines 

In the November 7, 2003 OPPS final 
rule with comment period (68 FR 
63463), we discussed our primary 
concerns and direction for developing 
the proposed coding guidelines for 
emergency department and clinic visits 
and indicated our plans to make 
available for public comment the 
proposed coding guidelines that we are 
considering through the CMS OPPS 
Web site as soon as we have completed 
them. 

We received a number of comments 
on our proposal. 

Comment: Many commenters 
supported the development of 
evaluation and management codes and 
guidelines in the hospital outpatient 
setting and urged CMS to move forward 
as quickly as possible with reviewing 
the guidelines presented by the AHA 
and AHIMA Evaluation and 
Management Panel. Several commenters 
expressed concern that the current lack 
of uniformity impairs CMS’ ability to 
gather consistent, meaningful data on 
services provided in the emergency 
department and hospital clinics. 
Commenters reminded CMS of its 
commitment to make the evaluation and 
management codes and guidelines 
available for public comment and to 
provide at least 6 to 12 months notice 
prior to implementation of the new 
evaluation and management codes and 
guidelines. 

Response: As stated in the August 16, 
2004 OPPS proposed rule, we intend to 
make available for public comment the 
proposed coding guidelines that we are 
considering through the CMS OPPS 
Web site as soon as we have completed 
them. As stated in the August 16, 2004 
OPPS proposed rule, we will notify the 
public through our ‘‘listserve’’ when the 

proposed guidelines will become 
available. To subscribe to this listserve, 
individuals should access the following 
Web site: http://www.cms.hhs.gov/
medlearn/listserv.asp and follow the 
directions to the OPPS listserve. When 
we post the proposed guidelines on the 
Web site, we will provide ample 
opportunity for the public to comment. 

In addition, we will provide ample 
time to train clinicians and coders on 
the use of new codes and guidelines and 
for hospitals to modify their systems. 
We anticipate providing at least 6 to 12 
months notice prior to implementation 
of the new evaluation and management 
codes and guidelines. We will continue 
working to develop and test the new 
codes even though we have not yet 
made plans for their implementation. 

G. Brachytherapy Payment Issues 
Related to Pub. L. 108–173 

1. Payment for Brachytherapy Sources 
(Section 621(b) of Pub. L. 108–173) 

Sections 621(b)(1) and (b)(2) of Pub. L. 
108–173 amended the Act by adding 
section 1833(t)(16)(C) and section 
1833(t)(2)(H), respectively, to establish 
separate payment for devices of 
brachytherapy consisting of a seed or 
seeds (or radioactive source) based on a 
hospital’s charges for the service, 
adjusted to cost. Charges for the 
brachytherapy devices may not be used 
in determining any outlier payments 
under the OPPS. In addition, consistent 
with our practice under the OPPS to 
exclude items paid at cost from budget 
neutrality consideration, these items 
must be excluded from budget 
neutrality as well. The period of 
payment under this provision is for 
brachytherapy sources furnished from 
January 1, 2004 through December 31, 
2006. 

In the OPPS interim final rule with 
comment period published on January 
6, 2004 (69 FR 827), we implemented 
sections 621(b)(1) and 621(b)(2)(C) of 
Pub. L. 108–173. We stated that we will 
pay for the brachytherapy sources listed 
in Table 4 of the interim final rule with 
comment period (69 FR 828) on a cost 
basis, as required by the statute. The 
status indicator for brachytherapy 
sources was changed to ‘‘H.’’ The 
definition of status indicator ‘‘H’’ was 
for pass-through payment only for 
devices, but the brachytherapy sources 
affected by new sections 1833(t)(16)(C) 
and 1833(t)(2)(H) of the Act are not 
pass-through device categories. 
Therefore, we also changed, for CY 
2004, the definition of payment status 
indicator ‘‘H’’ to include nonpass-
through brachytherapy sources paid on 
a cost basis. This use of status indicator 

‘‘H’’ was a pragmatic decision that 
allowed us to pay for brachytherapy 
sources in accordance with new section 
1833(t)(16)(C) of the Act, effective 
January 1, 2004, without having to 
modify our claims processing systems. 
We stated in the January 6, 2004 interim 
final rule with comment period that we 
would revisit the use and definition of 
status indicator ‘‘H’’ for this purpose in 
the OPPS update for CY 2005. 
Therefore, in the August 16, 2004 
proposed rule, we solicited further 
comments on this policy. 

We received several public comments 
on our August 16, 2004 proposal and on 
the January 6, 2004 interim final rule 
with comment period. 

Comment: One commenter, a hospital 
association, recommended that CMS 
establish a new status indicator for 
brachytherapy sources paid on a cost 
basis other than the status indicator 
‘‘H’’, which is also used for device 
categories paid on a transitional pass-
through basis. The commenter noted 
that, because brachytherapy sources are 
subject to coinsurance and devices paid 
on a pass-through basis are not, a 
separate status indicator is needed for 
consistency in the classification of 
status indicators. 

Response: The commenter is correct 
that beneficiaries are not subject to 
copayment for the cost of device 
categories with pass-through payment, 
while beneficiaries are subject to 
copayment for other separately paid 
brachytherapy sources. However, our 
systems’ logic incorporates this 
difference in copayment for pass-
through device categories versus 
nonpass-through brachytherapy sources, 
even though the status indicator for 
each is ‘‘H’’. Therefore, we are not 
establishing a separate status indicator 
at this time. However, we will consider 
making a change if the need arises. 

Comment: A number of commenters 
on the January 6, 2004 interim final rule 
with comment period urged us to 
continue to use, for CY 2005, the C-
codes and descriptors that we published 
in that interim final rule with comment 
period (69 FR 828) for both prostate and 
nonprostate brachytherapy that we 
implemented for CY 2004. Several 
commenters also suggested that we add 
the phrase ‘‘per source’’ to each of the 
brachytherapy source descriptors to 
reinforce that each source equals one 
unit of payment.

Response: We agree and are retaining 
the current brachytherapy source C-
codes and descriptors with which 
hospitals are familiar. We have been 
using these codes and descriptors since 
we unpackaged brachytherapy sources 
when the pass-through payment for 
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these sources ended on December 31, 
2002, in addition to other C-codes that 
we established either for pass-through 
payment (for example, C2632) or 
nonpass-through payment (for example, 
C2633). We also note that, in the August 
16, 2004 proposed rule, we proposed 
adding ‘‘per source’’ to each of the 
applicable brachytherapy descriptors, 
similar to the APC Panel’s 
recommendation (and the commenter’s 
suggestion) to do so for two new high-
activity source categories, discussed 
below. We are adopting this clarification 
as final policy in this final rule with 
comment period and adding ‘‘per 
source’’ to the brachytherapy source 
descriptors that are paid on a per unit 
basis for each source. 

2. HCPCS Codes and APC Assignments 
for Brachytherapy Sources 

As we indicated in the January 6, 
2004 interim final rule with comment 
period, we began payment for the 
brachytherapy source in HCPCS code 
C1717 (Brachytx source, HCR lr-192) 
based on the hospital’s charge adjusted 
to cost beginning January 1, 2004. Prior 
to enactment of Pub. L. 108–173, these 
sources were paid as packaged services 
in APC 0313. As a result of the 
requirement under Pub. L. 108–173 to 
pay for C1717 separately, we adjusted 
the payment rate for APC 0313, 
Brachytherapy, to reflect the 
unpackaging of the brachytherapy 
source. We received no public 
comments on this methodology, and we 
are finalizing the payment methodology 
in this final rule with comment period. 

Section 1833(t)(2)(H) of the Act, as 
added by section 621(b)(2)(C) of Pub. L. 
108–173, mandated the creation of 
separate groups of covered OPD services 
that classify brachytherapy devices 
separately from other services or groups 
of services. The additional groups must 
be created in a manner that reflects the 
number, isotope, and radioactive 
intensity of the devices of 
brachytherapy furnished, including 
separate groups for Palladium-103 and 
Iodine-125 devices. 

We invited the public to submit 
recommendations for new codes to 
describe brachytherapy sources in a 
manner that reflects the number, 
radioisotope, and radioactive intensity 
of the sources. We requested 
commenting parties to provide a 
detailed rationale to support 
recommended new codes. We stated 
that we would propose appropriate 
changes in codes for brachytherapy 
sources in the CY 2005 OPPS update. 

At its meetings of February 18 
through 20, 2004, the APC Panel heard 
from parties that recommended the 

addition of two new brachytherapy 
codes and HCPCS codes for high 
activity Iodine-125 and high activity 
Paladium-103. The APC Panel, in turn, 
recommended that CMS establish new 
HCPCS codes and new APCs, on a per 
source basis, for these two 
brachytherapy sources. 

We considered this recommendation 
and agreed with the APC Panel. 
Therefore, in the August 16, 2004 
proposed rule, we proposed to establish 
the following two new brachytherapy 
source codes for CY 2005: 

• Cxxx1 Brachytherapy source, high 
activity, Iodine-125, per source. 

• Cxxx2 Brachytherapy source, high 
activity, Paladium-103, per source. 

In addition, we believe the APC 
Panel’s recommendation to establish 
new HCPCS codes that would 
distinguish high activity Iodine-125 
from high activity Paladium-103 on a 
per source basis should be implemented 
for other brachytherapy code 
descriptors, as well. Therefore, as stated 
previously, we proposed to include ‘‘per 
source’’ in the HCPCS code descriptors 
for all those brachytherapy source 
descriptors for which units of payment 
are not already delineated. 

Further, a new linear source 
Paladium-103 came to our attention in 
CY 2003 by means of an application for 
a new device category for pass-through 
payment. While we declined to create a 
new category for pass-through payment, 
we believe that this source falls under 
the provisions of Pub. L. 108–173 for 
separate cost-based payment as a 
brachytherapy source. Accordingly, we 
proposed to add, for separate payment, 
the following code of linear source 
Paladium-103: Cxxx3 Brachytherapy 
linear source, Paladium-103, per 1 mm. 

We received a number of public 
comments on our August 16, 2004 
proposed rule and on the January 6, 
2004 interim final rule with comment 
period, which deal with these issues. 

Comment: In response to the January 
6, 2004 interim final rule with comment 
period, several commenters 
recommended adding two new 
brachytherapy source codes and 
descriptors, to reflect the ranges in 
radioactive intensities that are 
frequently required in clinical practice 
for Iodine-125 and Palladium-103. The 
recommendations are for high activity 
payment codes for these two isotopes. 
The commenters recommended the 
following specific descriptors:

Cxxx1 Brachytherapy source, Low 
Dose Rate, High Activity Iodine-125, 
greater than 1.01 mCi (NIST), per 
source. 

Cxxx2 Brachytherapy source, Low 
Dose Rate, High Activity Palladium-103, 
greater than 2.2 mCi (NIST), per source. 

The commenters suggested that CMS 
include in the two proposed APCs and 
HCPCS codes an appropriate 
measurement of minimum radioactivity 
in mCi, based on calibrations establish 
by the National Institute of Standards 
and Technology (NIST). 

In response to the August 16, 2004 
OPPS proposed rule, one commenter 
agreed with our proposal to create two 
new brachytherapy codes for high 
activity Iodine-125 and Palladium-103 
sources, but recommended that we 
change the proposed descriptors. The 
commenter again recommended that we 
add the mCi (NIST) descriptions for the 
high activity ranges to these new high 
activity Iodine-125 and Palladium-103 
sources we proposed. 

Response: During its meetings of 
February 18 through 20, 2004, the APC 
Panel recommended that CMS establish 
two new HCPCS codes and APCs for 
High Activity Iodine-125 and High 
Activity Palladium-103 on a per source 
basis, but did not recommend adoption 
of other specific language regarding mCi 
in the descriptions above. As previously 
mentioned, in the August 16, 2004 
proposed rule, we noted the APC 
Panel’s recommendation to establish 
two new HCPCS codes and APCs for 
these high activity sources, as noted 
above. 

We agree that, with the establishment 
of these new codes, which are the first 
to specify high activity, we should 
provide an appropriate quantitative 
measurement of minimum source 
activity to specifically differentiate the 
high activity sources from other sources 
with differences in radioactive intensity 
for the two isotopes. 

Accordingly, we are accepting the 
commenter’s suggestion to utilize the 
calibrations established by the NIST to 
specify the high activity ranges. 

The final code descriptors are: 
C2634 Brachytherapy source, High 

Activity Iodine-125, greater than 1.01 
mCi (NIST), per source. 

C2635 Brachytherapy source, High 
Activity Palladium-103, greater than 2.2 
mCi (NIST), per source. 

Comment: One commenter objected to 
our proposal to create the two high 
activity brachytherapy codes based on 
radioactive intensity and claimed that 
there is uncertainty regarding 
availability of radioactive substance and 
that providers will need to distinguish 
between low and high activity without 
a definition of high activity. 

Response: We have now defined high 
activity level in our code descriptors for 
C2634 and C2635, using calibrations 
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established by the NIST. We will 
implement these codes with the 
definitions described herein. 

Comment: One commenter on the 
January 6, 2004 interim final rule with 
comment period suggested that we 
include ‘‘low dose rate’’ into the 
descriptors for each of the existing 
APCS for which the low dose rate may 
be applicable, to clarify that those 
descriptors refer to ‘‘low dose rate’’ 
brachytherapy. 

Response: We do not believe that 
changes in the descriptors of all APCs 
and HCPCS codes are warranted 
without evidence that there are 
alternative low and high dose rate 
sources requiring a high or low dose rate 
indicator in the C-code descriptor to 
distinguish among the sources. In this 
manner, if there are both low and high 
dose rate forms, they may be paid on a 
cost basis for brachytherapy sources 
described by the same C-code until a 
new code is indicated for a high dose 
rate source. If we receive evidence that 
high dose rate sources are used in 
clinical practice, we will determine at 
that time whether to establish new 
codes and APCs and whether the 
existing codes need to be modified in 
some way. 

Comment: One commenter on the 
January 6, 2004 interim final rule with 
comment period recommended that we 
establish a new source category for 
Brachytherapy linear source, Palladium-
103, per 10 millimeter length. The 
commenter claimed that this linear 
source is provided in 10-millimeter 
lengths from 10 to 60 millimeters, and 
not on a ‘‘per seed’’ basis. Although the 
commenter indicated there were 
dosimetry studies comparing the 
Palladium-103 linear source to the per 
seed form, the commenter 
recommended against using the same 
Palladium-103 code for both sources, 
claiming it would cause confusion in 
billing and cost reporting. 

Response: We agree that a separate 
code for Palladium-103 linear source 
should be established for payment 

under Pub. L. 108–173. In our proposed 
rule, we indicated that we were aware 
of a new linear source Palladium-103, 
which came to our attention by means 
of an application for a new device 
category for pass-through payment. We 
stated that, while we decided not to 
create a new category for pass-through 
payment, we believed that the new 
linear source falls under the provisions 
of Pub. L. 108–173 for separate cost-
based payment as a brachytherapy 
source. Therefore, we proposed to add 
the following code for linear source 
Palladium-103: Cxxx3 Brachytherapy 
linear source, Palladium-103, per 1 mm. 
We believe that the 1 millimeter 
increments of payment affords greater 
flexibility for describing other linear 
source Palladium-103 sources that may 
enter the market and be sold in other 
than 10 mm increments. 

We received several public comments 
in support of our proposed addition and 
descriptor of Brachytherapy linear 
source, Palladium-103, per 1 mm. 
Therefore, in this final rule with 
comment period, we are establishing the 
new code and descriptor for this new 
brachytherapy source, to be paid at cost: 

C2636 Brachytherapy linear source, 
Palladium-103, per 1 mm. 

Comment: One commenter on the 
January 6, 2004 interim final rule with 
comment period stated that CMS should 
pay for codes C1715 (Brachytherapy 
needle) and C1728 (Catheter, 
brachytherapy seed administration) on a 
cost basis as well as brachytherapy 
sources, asserting that these are 
brachytherapy devices. 

Response: Brachytherapy needles and 
catheters for administration of sources 
are not brachytherapy devices under 
section 621(b) of Pub. L. 108–173. 
Section 1833(t)(16)(C) of the Act 
specifies that, to qualify for payment at 
charges reduced to cost, a device of 
brachytherapy must consist of ‘‘a seed 
or seeds (or radioactive sources).’’ The 
special payment provision does not 
include needles or catheters in the 
definition of devices of brachytherapy. 

Therefore, in this final rule with 
comment period, we are not establishing 
new payment categories for these 
devices that were formerly paid as 
transitional pass-through devices.

Comment: One commenter, a 
developer of a brachytherapy radiation 
system, recommended that CMS create 
a C-code and APC for miscellaneous 
brachytherapy sources for payment of 
new brachytherapy sources at cost in 
accordance with Pub. L. 108–173. This 
commenter contended that such a 
miscellaneous source code would allow 
CMS to pay hospitals for new 
brachytherapy sources in the interval 
between FDA approval of the source 
and the development of specific coding 
for new sources. 

Response: Section 621(b) of Pub. L. 
108–173 requires us to establish new 
codes and separate payment for specific 
seed or seeds or other radioactive 
sources of brachytherapy. We do not 
believe that the statute contemplates a 
separate payment for an over-inclusive 
(‘‘catch-all’’) category such as a 
miscellaneous brachytherapy source 
code. Such a category would 
inappropriately include all new 
brachytherapy sources until separate 
payment is established. Moreover, we 
note that hospitals and brachytherapy 
source manufacturers might be able to 
use a miscellaneous category to bill 
Medicare for brachytherapy systems that 
do not meet our standard of a separately 
payable radioactive source of 
brachytherapy. In addition, new 
brachytherapy sources may be added 
more frequently than annually, when 
we are able to add new codes and 
payment instructions to our electronic 
claims processing systems. Therefore, in 
this final rule with comment period, we 
are not creating a new code of 
miscellaneous brachytherapy sources. 

Table 40 provides a complete listing 
of the HCPCS codes, long descriptors, 
APC assignments and status indicators 
that we will use for brachytherapy 
sources paid under the OPPS in CY 
2005.

TABLE 40.—SEPARATELY PAYABLE BRACHYTHERAPY SOURCES 

HCPCS Long descriptor APC APC title New status 
indicator 

C1716 ........... Brachytherapy source, Gold 198, per source ............... 1716 Brachytx source, Gold 198 ............................. H 
C1717 ........... Brachytherapy source, High Dose Rate Iridium 192, 

per source.
1717 Brachytx source, HDR Ir-192 ......................... H 

C1718 ........... Brachytherapy source, Iodine 125, per source ............. 1718 Brachytx source, Iodine 125 ........................... H 
C1719 ........... Brachytherapy source, Non-High Dose Rate Iridium 

192, per source.
1719 Brachytx source, Non-HDR Ir-192 ................. H 

C1720 ........... Brachytherapy source, Palladium 103, per source ....... 1720 Brachytx source, Palladium 103 ..................... H 
C2616 ........... Brachytherapy source, Yttrium-90, per source ............. 2616 Brachytx source, Yttrium-90 ........................... H 
C2632* ......... Brachytherapy solution, Iodine125, per mCi ................. 2632 Brachytx sol, I–125, per mCi .......................... H 
C2633 ........... Brachytherapy source, Cesium-131, per source .......... 2633 Brachytx source, Cesium-131 ........................ H 
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TABLE 40.—SEPARATELY PAYABLE BRACHYTHERAPY SOURCES—Continued

HCPCS Long descriptor APC APC title New status 
indicator 

C2634** ........ Brachytherapy source, High Activity, Iodine-125, great-
er than 1.01 mCi (NIST), per source.

2634 Brachytx source, HA, I–125 ........................... H 

C2635** ........ Brachytherapy source, High Activity, Palladium-103, 
greater than 2.2 mCi (NIST), per source.

2635 Brachytx source, HA, P–103 .......................... H 

C2636** ........ Brachytherapy linear source, Palladium-103, per 1MM 2636 Brachytx linear source, P–103 ....................... H 

* Currently paid as a pass-through device category, scheduled to expire from pass-through payment as of January 1, 2005. 
** Newly created brachytherapy payment codes beginning January 1, 2005. 

Comment: A few commenters 
requested that CMS discuss in the OPPS 
final rule the process for adding other 
new brachytherapy devices for 
qualification under the separate cost-
based payment methodology under Pub. 
L. 108–173. The commenters urged CMS 
to add new brachytherapy devices for 
separate cost-based payment on a 
quarterly basis, rather than annually. 

Response: In the OPPS interim final 
rule published on January 6, 2004 that 
implemented the brachytherapy 
provisions of Pub. L. 108–173 for CY 
2004, we invited the public to submit 
recommendations for new codes to 
describe brachytherapy sources in a 
manner reflecting the number, 
radioisotope, and radioactivity intensity 
of the sources (69 FR 828). We requested 
that commenters provide a detailed 
rationale to support recommended new 
codes. The public may send such 
recommendations to the Division of 
Outpatient Care, Mailstop C4–05–17, 
Centers for Medicare and Medicaid 
Services, 7500 Security Blvd., 21244. 
We will endeavor to add new 
brachytherapy source codes and 
descriptors to our systems for payment 
on a quarterly rather than an annual 
basis. 

H. Payment for APC 0375, Ancillary 
Outpatient Services When Patient 
Expires 

In CY 2003, we implemented a new 
modifier –CA, Procedure payable only 
in the inpatient setting when performed 
emergently on an outpatient who dies 
before admission. The purpose of this 
modifier is to allow payment, under 
certain conditions, for outpatient 
services on a claim that have the same 
date of service as a HCPCS code with 
status indicator ‘‘C’’ that is billed with 
modifier –CA. When a procedure with 
status indicator ‘‘C’’ (inpatient services 
not payable under the OPPS) was billed 
with modifier –CA, we made payment 
of a fixed amount, under New 
Technology APC 0977. 

In the November 7, 2003 final rule 
with comment period, we implemented 
APC 0375 to pay for services furnished 

in CY 2004 on the same date billed for 
a procedure code with modifier –CA (68 
FR 63467). We were concerned that our 
policy of paying a fixed amount under 
a new technology APC for otherwise 
payable outpatient services furnished on 
the same date of service that a 
procedure with status indicator ‘‘C’’ is 
performed emergently on an outpatient 
would not result in appropriate 
payment for these services. That is, 
continuing to make payment under a 
new technology APC would not allow 
us to establish a relative payment 
weight for the services, subject to 
recalibration based on actual hospital 
costs. 

We implemented a payment rate of 
$1,150 for APC 0375, which is the 
payment amount for the restructured 
New Technology—Level XIII, APC 1513, 
that replaced APC 0977, in CY 2004. We 
also stated that for the CY 2005 update 
of the OPPS, we would calculate a 
median cost and relative payment 
weight for APC 0375 using charge data 
from CY 2003 claims for line items with 
a HCPC code and status indicator ‘‘V,’’ 
‘‘S,’’ ‘‘T,’’ ‘‘X,’’ ‘‘N,’’ ‘‘K,’’ ‘‘G,’’ and ‘‘H,’’ 
in addition to charges for revenue codes 
without a HCPCS code, that have the 
same date of service reported for a 
procedure billed with modifier –CA. We 
would then determine whether to set 
payment for APC 0375 based on our 
claims data or continue a fixed payment 
rate for these special services. 

In accordance with this methodology, 
for CY 2005 we reviewed the services on 
the 18 claims that reported modifier 
–CA in CY 2003. We calculated a 
median cost for the aggregated payable 
services on the 18 claims reporting 
modifier –CA in the amount of 
$2,804.18. The mix of outpatient 
services that were reported appeared 
reasonable for a patient with an 
emergent condition requiring immediate 
medical intervention, and revealed a 
wide range of costs, which would also 
be expected. As we indicated in the 
August 16, 2004 proposed rule, we 
proposed to set the payment rate for 
APC 0375 in accordance with the same 
methodology we have followed to set 

payment rates for the other procedural 
APCS in CY 2005, based on the relative 
payment weight calculated for APC 
0375.

Comment: A few commenters were 
concerned whether the proposed rate of 
$2,757.68 for CY 2005 appropriately 
reflects the costs incurred by hospitals 
in cases where the –CA modifier is 
reported and requested that CMS review 
the rate and adjust it accordingly for CY 
2006. 

Response: We appreciate the 
commenters’ concerns. Services with a 
–CA modifier appended are paid under 
APC 0375. As we explained in our 
August 16, 2004 proposed rule, the 
proposed rate of $2,757.68 for CY 2005 
was calculated using actual claims 
billed in CY 2003. The final payment 
rate for CY 2005, using the updated data 
file, is calculated as $3,214.22. As we 
stated previously, review of the claims 
data revealed a reasonable mix of 
outpatient services that a hospital could 
be expected to furnish during an 
encounter with a patient with an 
emergent condition requiring immediate 
medical intervention, as well as cases 
with a wide range of costs. We will 
continue to monitor the appropriateness 
of this payment rate as we develop 
future rules. 

VIII. Conversion Factor Update for CY 
2005 

Section 1833(t)(3)(C)(ii) of the Act 
requires us to update the conversion 
factor used to determine payment rates 
under the OPPS on an annual basis. 
Section 1833(t)(3)(C)(iv) of the Act 
provides that, for CY 2005, the update 
is equal to the hospital inpatient market 
basket percentage increase applicable to 
hospital discharges under section 
1886(b)(3)(B)(iii) of the Act. 

The forecast of the hospital market 
basket increase for FY 2005 published 
in the IPPS final rule on August 11, 
2004 is 3.3 percent (69 FR 49272), the 
same as the forecast published in the 
IPPS proposed rule on May 18, 2004 (69 
FR 28374) and referenced in the CY 
2005 OPPS August 16, 2004 proposed 
rule. To set the OPPS conversion factor 
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for CY 2005, we increased the CY 2004 
conversion factor of $54.561, as 
specified in the November 7, 2003 final 
rule with comment period (68 FR 
63459), by 3.3 percent. 

In accordance with section 
1833(t)(9)(B) of the Act, we further 
adjusted the conversion factor for CY 
2004 to ensure that the revisions we are 
making to our updates by means of the 
wage index are made on a budget-
neutral basis. For the OPPS proposed 
rule, we calculated a budget neutrality 
factor of 1.001 for wage index changes 
by comparing total payments from our 
simulation model using the FY 2005 
IPPS wage index values to those 
payments using the FY 2004 IPPS wage 
index values. For this final rule with 
comment period, we calculated a budget 
neutrality factor of 0.9986 for wage 
index changes by comparing total 
payments from our simulation model 
using the revised final FY 2005 IPPS 
wage index values to those payments 
using the current (FY 2004) IPPS wage 
index values. In addition, for CY 2005, 
allowed pass-through payments have 
decreased to 0.10 percent of total OPPS 
payments, down from 1.3 percent in CY 
2004. The conversion factor is also 
adjusted by the difference in estimated 
pass-through payments of 1.20 percent. 

The market basket increase update 
factor of 3.3 percent for CY 2005, the 
required wage index budget neutrality 
adjustment of approximately 0.9986, 
and the 1.20 percent adjustment to the 
pass-through estimate result in a 
conversion factor for CY 2005 of 
$56.983. 

We did not receive any public 
comments on the proposed conversion 
factor update for CY 2005. 

IX. Wage Index Changes for CY 2005 
Section 1833(t)(2)(D) of the Act 

requires the Secretary to determine a 
wage adjustment factor to adjust, for 
geographic wage differences, the portion 
of the OPPS payment rate and the 
copayment standardized amount 
attributable to labor and labor-related 
cost. This adjustment must be made in 
a budget neutral manner. As we have 
done in prior years, we proposed to 
adopt the IPPS wage indices and extend 
these wage indices to TEFRA hospitals 
that participate in the OPPS but not the 
IPPS. 

As discussed in the proposed rule and 
finalized in section III.B. of this 
preamble, we standardize 60 percent of 
estimated costs (labor-related costs) for 
geographic area wage variation using the 
IPPS wage indices that are calculated 
prior to adjustments for reclassification 
to remove the effects of differences in 
area wage levels in determining the 

OPPS payment rate and the copayment 
standardized amount. 

As published in the original OPPS 
April 7, 2000 final rule (65 FR 18545), 
OPPS has consistently adopted the final 
IPPS wage indices as the wage indices 
for adjusting the OPPS standard 
payment amounts for labor market 
differences. As initially explained in the 
September 8, 1998 OPPS proposed rule, 
we believed and continue to believe that 
using the IPPS wage index as a source 
of an adjustment factor for OPPS is 
reasonable and logical, given the 
inseparable, subordinate status of the 
hospital outpatient within the hospital 
overall. We also continue to believe that 
individual hospitals do not distinguish 
in hiring practices between their 
inpatient and outpatient departments 
and that hospitals face one labor market 
for both inpatient and outpatient 
services. Further, because hospital staff 
frequently provide services in both the 
inpatient and outpatient departments, 
labor costs associated with the hospital 
outpatient services are generally 
reflected in the hospital wage and salary 
data that are the basis of the IPPS wage 
index. In accordance with section 
1886(d)(3)(E) of the Act, the IPPS wage 
index is updated annually. In the 
August 16, 2004 proposed rule, we 
proposed to use the corrected proposed 
FY 2005 hospital IPPS wage index for 
urban areas published in the Federal 
Register on June 25, 2004 (69 FR 35919) 
and the proposed FY 2005 hospital IPPS 
wage index for rural areas published in 
the Federal Register on May 18, 2004 
(69 FR 28580) to determine the wage 
adjustments for the OPPS payment rate 
and the copayment standardized 
amount for CY 2005. 

We customarily publish the wage 
index tables in the final rule for the 
OPPS update. We are not including the 
tables in this final rule with comment 
period as CMS is in the process of 
reviewing the wage indices for IPPS. 
This review may impact the wage index 
values. We emphasize that our 
methodology for calculating the wage 
index for the OPPS has not changed. As 
noted above, our policy has consistently 
been to adopt the IPPS wage index for 
purposes of payment under the OPPS. 
We will publish finalized tables in a 
later Federal Register document.

We note that the FY 2005 IPPS wage 
indices reflect a number of changes as 
a result of the new OMB standards for 
defining geographic statistical areas, the 
implementation of an occupational mix 
adjustment as part of the wage index, 
and new wage adjustments provided for 
under Pub. L. 108–173. The following is 
a brief summary of the changes in the 
FY 2005 IPPS wage indices and any 

adjustments that we are applying to the 
OPPS for CY 2005. (We refer the reader 
to the August 11, 2004 IPPS final rule 
(69 FR 49026–49070) and the October 7, 
2004 IPPS correction notice (69 FR 
60242) for a fuller discussion of the 
changes to the wage indices.) 

A. The use of the new Core Based 
Statistical Areas (CBSAs) issued by the 
Office of Management and Budget 
(OMB) as revised standards for 
designating geographical statistical areas 
based on the 2000 Census data, to define 
labor market areas for hospitals for 
purposes of the IPPS wage index. The 
OMB revised standards were published 
in the Federal Register on December 27, 
2000 (65 FR 82235), and OMB 
announced the new CBSAs on June 6, 
2003, through an OMB bulletin. In the 
FY 2005 hospital IPPS final rule, CMS 
adopted the new OMB definitions for 
wage index purposes. We treated, as 
urban, hospitals located in MSAs and 
treated, as rural, hospitals that are 
located in Micropolitan Areas or 
Outside CBSAs. To help alleviate the 
decreased payments for previously 
urban hospitals that became rural under 
the new MSA definitions, we allowed 
these hospitals to maintain their 
assignment to the MSA where they 
previously had been located for the 3-
year period from FY 2005 through FY 
2007. To be consistent, we are applying 
the same criterion to TEFRA hospitals 
paid under the OPPS but not under the 
IPPS and to maintain that MSA 
designation for determining a wage 
index for the next 3 years. This policy 
will impact four TEFRA providers for 
purposes of OPPS payment. In addition 
to this ‘‘hold harmless’’ provision, the 
IPPS final rule implemented a one-year 
transition for hospitals that experienced 
a decrease in their FY 2005 wage index 
compared to their FY 2004 wage index 
due solely to the changes in labor 
market definitions. These hospitals 
received 50 percent of their wage 
indices based on the new MSA 
configurations and 50 percent based on 
the FY 2004 labor market areas. For 
purposes of the OPPS, we also are 
applying this 50-percent transition 
blend to TEFRA hospitals. 

B. The incorporation of a blend of an 
occupational mix adjusted wage index 
into the unadjusted wage index to 
reflect the effect of hospitals’ 
employment choices of occupational 
categories to provide specific patient 
care. Specifically, OPPS will adopt the 
10-percent blend of an average hourly 
wage, adjusted for occupational mix, 
and 90 percent of an average hourly 
wage, unadjusted for occupational mix, 
as finalized in the IPPS final rule. As 
discussed in the IPPS final rule, this 
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blend is appropriate because this was 
the first time that the occupational mix 
survey was administered and optimum 
data could not be collected in the 
limited timeframe available. In addition, 
CMS had no baseline data to use in 
developing a desk review program that 
could ensure the accuracy of the 
occupational mix survey data. Moving 
slowly to implement the occupational 
mix adjustment is also appropriate 
because of changing trends in the hiring 
nurses due changes in State law 
governing staffing levels and physician 
shortages. Finally, the blend minimizes 
the impact of the occupational mix 
adjustment on hospitals’ wage index 
values without nullifying the value and 
intent of the adjustment. 

C. The reclassifications of hospitals to 
geographic areas for purposes of the 
wage index. For purposes of the OPPS 
wage index, we are adopting all of the 
IPPS reclassifications in effect for FY 
2005, including reclassifications that the 
Medicare Geographic Classification 
Review Board (MGCRB) approved under 
the one-time appeal process for 
hospitals under section 508 of Pub. L. 
108–173. 

D. The implementation of an 
adjustment to the wage index to reflect 
the ‘‘out-migration’’ of hospital 
employees who reside in one county but 
commute to work in a different county 
with a higher wage index, in accordance 
with section 505 of Pub. L. 108–173 
(August 11, 2004 IPPS final rule (69 FR 
49061 through 49067), as revised and 
corrected on October 7, 2004 (69 FR 
60242)). Hospitals paid under the IPPS 
located in the qualifying section 505 
‘‘out-migration’’ counties received a 
wage index increase. We are applying 
the same criterion to TEFRA hospitals 
paid under the OPPS but not paid under 
the IPPS. Therefore, TEFRA hospitals 
located in a qualifying section 505 
county will also receive an increase to 
their wage index under OPPS. 

We will use final revised IPPS indices 
to adjust the payment rates and 
coinsurance amounts that we are 
publishing in this OPPS final rule with 
comment period for CY 2005. 

In general, geographic labor market 
area reclassifications must be done in a 
budget neutral manner. Accordingly, in 
calculating the OPPS budget neutrality 
estimates for CY 2005, we have 
included the wage index changes that 
result from MGCRB reclassifications, 
implementation of section 505 of Pub. L. 
108–173, and other refinements made in 
the IPPS final rule, such as the 50-
percent transition blend for hospitals 
with FY 2005 wage indices that 
decreased solely as a result of the new 
MSA definitions. However, we did not 

take into account the reclassifications 
that resulted from implementation of 
the one-time appeal process under 
section 508 of Pub. L. 108–173. Section 
508 set aside $900 million to implement 
the section 508 reclassifications. We 
considered the increased Medicare 
payments that the section 508 
reclassifications would create in both 
the IPPS and OPPS when we 
determined the impact of the one-time 
appeal process. Because the increased 
OPPS payments already counted against 
the $900 million limit, we did not 
consider these reclassifications when 
we calculated the OPPS budget 
neutrality adjustment. 

We received a number of public 
comments on the application of the FY 
2005 IPPS wage indices under the 
OPPS. 

Comment: In general, commenters 
approved of CMS’ adoption of the FY 
2005 final rule wage indices for IPPS. 
Several commenters requested 
clarification that CMS would adopt the 
temporary, 1-year relief for hospitals 
with wage areas changing due to the 
revised labor market definitions 
provided in the FY 2005 IPPS final rule. 

Response: We are adopting the IPPS 
temporary, 1-year relief provision of a 
50/50 blend of old and new wage 
indices in this OPPS final rule with 
comment period. Hospitals billing 
Medicare under IPPS in FY 2005 will 
receive the same wage index for OPPS. 

Comment: One commenter requested 
clarification that CMS would adopt the 
technical correction to the IPPS wage 
index to include counties incorrectly 
excluded from the out-migration 
adjustment under section 505 of Pub. L. 
108–173.

Response: In this OPPS final rule with 
comment period, we are adopting all 
technical corrections to the FY 2005 
IPPS final rule wage indices, including 
the referenced correction to the out-
migration counties. 

Comment: Several commenters 
requested clarification that CMS would 
adopt the wage index provisions for 
‘‘Special Circumstances of Hospitals in 
All-Urban States.’’ 

Response: We are adopting all of the 
changes to the IPPS wage indices 
discussed in the FY 2005 IPPS final rule 
and any subsequent corrections to that 
final rule, including calculation of a 
wage index floor for hospitals in all-
urban States. 

Comment: One commenter noted that 
the wage index listed in the impact file 
that we made available on the CMS Web 
site for the August 16, 2004 proposed 
rule listed a different wage index from 
the wage index adopted in the FY 2005 
IPPS final rule and requested 

clarification that the hospital would 
receive the IPPS final rule wage index. 

Response: We note that the proposed 
wage indices have to be assembled 
before the IPPS wage indices are 
finalized in order to model impact 
tables for the OPPS proposed rule. The 
final wage indices used for payment in 
CY 2005 for OPPS will reflect the wage 
indices in the FY 2005 IPPS final rule 
and any subsequent corrections to that 
final rule. 

Comment: Several commenters, 
specifically individual hospitals 
adversely impacted by the final FY 2005 
IPPS wage index, requested that CMS 
address several issues beyond the scope 
of the OPPS proposed rule, such as 
exempting hospitals from the new wage 
indices and employing former wage 
indices, calculating new wage indices or 
recalculating the current wage indices 
with additional provider or providers 
removed, calculating new ‘‘in-
migration’’ adjustments, and, where 
permanent wage indices changes are not 
possible, providing a transition period 
beyond the 1-year 50/50 blend 
discussed above or extending ‘‘hold 
harmless’’ provisions. One commenter 
also requested that adversely impacted 
hospitals be able to bill under the 
provider numbers of affiliated 
institutions. 

Response: As noted earlier in this 
section of the preamble, we believe, and 
other commenters concurred, that 
hospitals face the same labor costs for 
their inpatient and outpatient 
departments and that separate wage 
indices are not appropriate for different 
integrated components of the same 
institution. It is for this reason that we 
have always adopted the same wage 
index for both the IPPS and the OPPS 
payment systems. Moreover, our policy 
has consistently been to use the IPPS 
wage indices and, to the extent these 
wage indices are used, the IPPS process 
provides an opportunity for hospitals to 
comment specifically on the 
construction of the IPPS wage indices. 

Comment: Several commenters 
requested that CMS reduce the labor-
related share from the current 60 
percent to some smaller percentage, 
frequently 52 percent or less, for 
outpatient payment purposes for 
hospitals in areas with a Medicare wage 
index of 1.0 or lower to maintain 
consistency with the inpatient hospital 
policy. 

Response: Section 403 of Pub. L. 108–
173 mandated that the IPPS make a 
change to the labor-related share of the 
wage index, reducing the percentage 
from 71 to 62 for hospitals in areas with 
a wage index of 1.0 or lower. However, 
as discussed in the IPPS final rule (69 

VerDate jul<14>2003 11:37 Nov 12, 2004 Jkt 205001 PO 00000 Frm 00163 Fmt 4701 Sfmt 4700 C:\15NOR2.SGM 15NOR2



65844 Federal Register / Vol. 69, No. 219 / Monday, November 15, 2004 / Rules and Regulations 

FR 49069, August 11, 2004), prior to this 
mandate, we had determined that the 
labor-related share was increasing for 
inpatient services, not declining. Unlike 
IPPS, OPPS has no mandate to reduce 
the labor-related share, and we believe 
the current 60 percent labor-related 
share remains appropriate for OPPS 
payment purposes. We recognize that 
the IPPS final rule discusses CMS’ 
current analyses of the labor-related 
share, and we will carefully consider 
any research findings in light of their 
appropriateness for OPPS. 

Comment: Several commenters 
expressed concern that CMS proposed 
to adopt the IPPS proposed wage index 
rather than the IPPS final wage index. 

Response: As we have stated 
previously in this section of the 
preamble, we note that we are adopting 
the final IPPS wage indices and any 
subsequent corrections for the OPPS. 

X. Determination of Payment Rates and 
Outlier Payments for CY 2005 

A. Calculation of the National 
Unadjusted Medicare Payment 

The basic methodology for 
determining prospective payment rates 
for OPD services under the OPPS is set 
forth in existing regulations at §§ 419.31 
and 419.32. The payment rate for 
services and procedures for which 
payment is made under the OPPS is the 
product of the conversion factor 
calculated in accordance with section 
VIII. of this final rule with comment 
period, and the relative weight 
determined under section III. of this 
final rule with comment period. 
Therefore, the national unadjusted 
payment rate for APCs contained in 
Addendum A to this final rule with 
comment period and for payable HCPCS 
codes in Addendum B to this final rule 
with comment period (Addendum B is 
provided as a convenience for readers) 
was calculated by multiplying the CY 
2005 scaled weight for the APC by the 
CY 2005 conversion factor.

To determine the payment that will be 
made in a calendar year under the OPPS 
to a specific hospital for an APC for a 
service other than a drug, in a 
circumstance in which the multiple 
procedure discount does not apply, we 
take the following steps: 

Step 1. Calculate 60 percent (the 
labor-related portion) of the national 
unadjusted payment rate. Since initial 
implementation of the OPPS, we have 
used 60 percent to represent our 
estimate of that portion of costs 
attributable, on average, to labor. (See 
the April 7, 2000 final rule with 
comment period (65 FR 18496 through 

18497), for a detailed discussion of how 
we derived this percentage.) 

Step 2. Determine the wage index area 
in which the hospital is located and 
identify the wage index level that 
applies to the specific hospital. The 
wage index values assigned to each area 
reflect the new geographic statistical 
areas as a result of revised OMB 
standards (urban and rural) to which 
hospitals would be assigned for FY 2005 
under the IPPS, reclassifications 
through the Medicare Classification 
Geographic Review Board, LUGAR, and 
section 401 of Pub. L. 108–173, and the 
reclassifications of hospitals under the 
one-time appeals process under section 
508 of Pub. L. 108–173. Assess whether 
the previous MSA-based wage index is 
higher than the CBSA-based wage 
index, and, if higher, apply a 50/50 
blend. The wage index values include 
the occupational mix adjustment 
described in section IX. of this final rule 
with comment period that was 
developed for the IPPS. 

Step 3. Adjust the wage index of 
hospitals located in certain qualifying 
counties that have a relatively high 
percentage of hospital employees who 
reside in the county but who work in a 
different county with a higher wage 
index, in accordance with section 505 of 
Pub. L. 108–173. This step is to be 
followed only if the hospital has chosen 
not to accept reclassification under step 
2 above. 

Step 4. Multiply the applicable wage 
index determined under Steps 2 and 3 
by the amount determined under Step 1 
that represents the labor-related portion 
of the national unadjusted payment rate. 

Step 5. Calculate 40 percent (the 
nonlabor-related portion) of the national 
unadjusted payment rate and add that 
amount to the resulting product of Step 
4. The result is the wage index adjusted 
payment rate for the relevant wage 
index area. 

B. Hospital Outpatient Outlier Payments 
For OPPS services furnished between 

August 1, 2000, and April 1, 2002, we 
calculated outlier payments in the 
aggregate for all OPPS services that 
appear on a bill in accordance with 
section 1833(t)(5)(D) of the Act. In the 
November 30, 2001 final rule (66 FR 
59856 through 59888), we specified 
that, beginning with CY 2002, we 
calculate outlier payments based on 
each individual OPPS service. We 
revised the aggregate method that we 
had used to calculate outlier payments 
and began to determine outlier 
payments on a service-by-service basis. 

As explained in the April 7, 2000 
final rule with comment period (65 FR 
18498), we set a projected target for 

outlier payments at 2.0 percent of total 
payments. For purposes of simulating 
payments to calculate outlier 
thresholds, we set the projected target 
for outlier payments at 2.0 percent for 
CYs 2001, 2002, 2003, and 2004. For 
reasons discussed in the November 7, 
2003 final rule with comment period (68 
FR 63469), for CY 2004, we established 
a separate outlier threshold for CMHCs. 
For CY 2004, the outlier threshold is 
met when costs of furnishing a service 
or procedure by a hospital exceed 2.6 
times the APC payment amount or when 
the cost of furnishing services by a 
CMHC exceeds 3.65 times the APC 
payment amount. The current outlier 
payment is calculated to equal 50 
percent of the amount of costs in excess 
of the threshold. 

As we proposed, for CY 2005, we are 
continuing to set the projected target for 
outlier payments at 2.0 percent of total 
OPPS payments (a portion of that 2.0 
percent, 0.6 percent, will be allocated to 
CMHCs for partial hospitalization 
program (PHP) services). 

Outlier payments are intended to 
ensure beneficiary access to services by 
having the Medicare program share in 
the financial loss incurred by a provider 
associated with individual, 
extraordinarily expensive cases. They 
are not intended to pay hospitals 
additional amounts for specific services 
on a routine basis. In its March 2004 
Report, MedPAC found that 50 percent 
of OPPS outlier payments in CY 2004 
were for 21 fairly common services that 
had relatively low APC payment rates, 
such as plain film x-rays and pathology 
services. We remain concerned by the 
MedPAC findings which indicate that a 
significant portion of outlier payments 
are being made for high volume, lower 
cost services rather than for unusually 
high cost services, contrary to the intent 
of an outlier policy. (A full discussion 
of the 2004 MedPAC recommendations 
related to the OPPS and the CMS 
response to those recommendations can 
be found in section XII. of this 
preamble.)

In light of the MedPAC findings, in 
the August 16, 2004 proposed rule, we 
proposed to change the standard we 
have used to qualify a service for outlier 
payments since the OPPS was originally 
implemented. That is, in addition to the 
outlier threshold we have applied since 
the beginning of the OPPS, which 
requires that a hospital’s cost for a 
service exceed the APC payment rate for 
that service by a specified multiple of 
the APC payment rate, we proposed to 
add a fixed dollar threshold that would 
have to be met in order for a service to 
qualify for an outlier payment. Section 
1833(t)(5)(A) of the Act gives the 
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Secretary the authority to impose a fixed 
dollar threshold in addition to an APC 
multiplier threshold. By imposing a 
dollar threshold, we expect to redirect 
outlier payments from lower cost, 
relatively simple procedures to more 
complex, expensive procedures for 
which the costs associated with 
individual cases could be exceptionally 
high and for which hospitals would be 
at greater risk financially. 

In the proposed rule, we proposed to 
require that, in order to qualify for an 
outlier payment, the cost of a service 
must exceed 1.5 times the APC payment 
rate and the cost must also exceed the 
sum of the APC rate plus a $625 fixed 
dollar threshold. Based upon our review 
of the data, a proposed threshold of 
$625 best met our 2.0 percent projected 
target. When the cost of a hospital 
outpatient service exceeds these 
thresholds, we proposed to pay 50 
percent of the amount by which the cost 
of furnishing the service exceeds 1.5 
times the APC payment rate (the APC 
multiple) as an outlier payment. 

However, in this final rule, we are 
increasing the proposed APC multiplier 
of 1.5 to 1.75 and the fixed-dollar 
threshold from $625 to $1,175. This 
revision to the proposed rule estimates 
results from the inclusion of a charge 
inflation factor of 18.76 percent to 
account for charge inflation between the 
CY 2003 claims data that we used to 
model the outlier thresholds and their 
application in CY 2005. As we note 
below, many hospital associations 
expressed concern that the proposed 
$625 threshold for outlier payments was 
too high and suggested that OPPS 
consider the decision in the IPPS final 
rule to lower the charge inflation 
assumption from 31.1 percent to 18.76 
percent. These same commenters 
suggested that we provide the details of 
the assumptions used to set outlier 
thresholds and asked that we ensure 
that the charges used to set outlier 
thresholds were not inappropriately 
inflated. 

Previously, OPPS has not used a 
charge inflation factor to adjust charges 
on the claims used to model the 
payment system to reflect current 
dollars. We have historically set the 
projected target for outlier payments at 
2 percent of the estimated spending 
under the proposed payment system, 
but have modeled that projected target 
without inflating charges on the claims, 
which usually lag behind the proposed 
system by 2 years. This year, we used 
CY 2003 claims to model the CY 2005 
payment system. When we modeled the 
thresholds discussed in the August 16, 
2004 proposed rule, we did not include 
a charge inflation factor. By not 

adjusting for charge inflation between 
CY 2003 and CY 2005, the estimated 
service costs will be lower than those 
that will be billed under OPPS next 
year. Underestimated service costs also 
led us to underestimate our outlier 
thresholds. As reflected in the 
comments, we should have included a 
charge inflation factor similar to that 
used in the IPPS outlier calculation 
when we developed the proposed 
outlier payments. In this final rule with 
comment period, we have done so as 
explained below, which results in an 
APC multiplier of 1.75 and a fixed-
dollar threshold of $1,175. 

To calculate the 1.75 multiple and 
$1,175 fixed-dollar thresholds, we first 
estimated the 2-percent projected target 
for outlier payments by estimating 2 
percent of total spending in CY 2005 
using the CY 2005 APC payment rates 
in this final rule with comment period 
and services in the CY 2003 claims. We 
then inflated the charges on these 
claims by 18.76 percent, which is the 
estimated increase in charges between 
CY 2003 and CY 2005 used in the 
outlier policy for the IPPS final rule. We 
believe the use of this estimate is 
appropriate for OPPS because, with the 
exception of the routine service cost 
centers, hospitals use the same cost 
centers to capture costs and charges 
across inpatient and outpatient services. 
As also noted in the IPPS final rule, we 
believe that this inflation factor is more 
appropriate than an adjustment to costs 
because charges increase at a faster rate 
than costs. We then used the same CCRs 
that we used to adjust charges to costs 
in our ratesetting process to estimate a 
cost for each service from the inflated 
charges on the CY 2003 claims. 
Although these CCRs are based largely 
on CY 2002 cost report data, we did not 
adjust them for probable increases in 
charges relative to costs between CY 
2002 and CY 2005. Finally, we 
estimated a multiple threshold and 
fixed-dollar threshold that would 
produce outlier payments that met our 
2-percent projected target amount. 

The large increase in the fixed-dollar 
threshold is largely a function of the 
additive impact of increasing all 
estimated outlier payments by 18.76 
percent and restricting increased 
estimates of outlier payments to a fixed, 
projected target of 2 percent, as well as 
the addition of a fixed-dollar threshold 
to determine outlier eligibility instead of 
using only a multiple threshold to 
determine outlier payment. As charges 
are inflated, each estimated outlier 
payment is higher by some proportional 
amount, but the total dollar increase 
varies with the magnitude of the 
difference in the cost of the service and 

APC payment rate. The addition of the 
fixed-dollar threshold policy ensures 
that outlier payments are made for high-
cost services, thereby increasing the 
dollar amount of outlier payments and 
the total dollar impact of 18.76 percent 
that must be contained within the 
projected outlier target. Further, the 
actual based on outlier payment for a 
service is not affected by the fixed-
dollar threshold but, rather, is the 
difference between the hospital’s cost 
and the product of the multiple 
threshold and the APC payment rate. 
Changing the fixed-dollar threshold 
does not impact the amount of outlier 
payment. Adding the inflation 
adjustment to charges also increases the 
number of services eligible for an outlier 
payment under the proposed 1.5 
multiple and $625 fixed-dollar 
thresholds. The combined impact of 
more services and higher payments 
greatly increases estimated outlier 
payments. Therefore, in order to reduce 
the number of services eligible for 
higher payments and the payments 
themselves to stay within our projected 
target of 2 percent of total OPPS 
payments, we had to raise both the 
fixed-dollar and multiple thresholds. 

We are setting the dollar threshold at 
a level that will, for all intents and 
purposes, exclude outliers for a number 
of lower cost services. For example, 
under the CY 2004 methodology, a 
service mapped to an APC with a 
payment rate of $20 would only have to 
exceed $52 (2.6 × APC payment amount) 
in order to qualify for an outlier 
payment. Our final policy for CY 2005 
with the additional fixed dollar 
threshold will require that the service in 
this example exceed $1,195 in order to 
qualify for an outlier payment. That is, 
the cost of the service will have to 
exceed both 1.75 times the APC 
payment rate, or $35, and $1,195 ($20 + 
$1,175).

The dollar threshold will also enable 
us to lower the APC multiplier portion 
of the total outlier threshold from 2.6 to 
1.75. We have chosen a multiple of 1.75 
because this continues to recognize 
some variability relative to APC 
payment implicit in the current statute, 
but limits its impact in determining 
outlier payments. Under the changes to 
the outlier methodology, it will also be 
easier for the higher cost cases of a 
complex, expensive procedure or 
service to qualify for outlier payments 
because the $1,175 threshold is a small 
portion of the total payment rate for 
high cost services. For example, under 
the CY 2004 methodology, a service 
mapped to an APC with a payment rate 
of $20,000 would have to exceed 
$52,000 in order to qualify for an outlier 
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payment but, as proposed for CY 2005, 
will have to exceed only $35,000. That 
is, the cost of the service will have to 
exceed both 1.75 times the APC 
payment rate, or $35,000, and $21,175 
($20,000 + $1,175). Further, outlier 
payments for unusually expensive cases 
would be higher because the APC 
multiplier for outlier payment would 
decrease from 2.6 to 1.75 times the APC 
payment rate. 

Comment: Many commenters, 
including MedPAC, favored our 
proposed outlier policy that redirects 
outlier payments to expensive 
procedures for which hospitals’ 
financial risk is potentially greater. 
(Under the proposed rule, outlier 
payments would be made when the cost 
of a separately payable service exceeds 
both 1.5 times the APC payment and a 
fixed dollar amount.) Several 
commenters agreed with this revision in 
policy, but requested that CMS monitor 
the impact of the new policy on 
hospitals with a relatively high volume 
of low cost cases and find some way to 
ensure that providers of less-intensive 
services be afforded outlier 
‘‘protection.’’ 

Response: As noted above, outlier 
payments are intended to ensure 
beneficiary access to services by having 
the Medicare program share in the 
financial loss incurred by a provider 
associated with individual, 
extraordinarily expensive cases. They 
are not intended to pay hospitals 
additional amounts for specific services 
on a routine basis, and we demonstrated 
in Table 39 of the proposed rule that 
this policy moderately redistributes 
outlier dollars to providers of high-cost, 
complex services, such as teaching 
hospitals. We will continue to model 
the distribution of outlier payments 
among hospitals. However, the purpose 
of the new policy is to limit financial 
risk attributable to patients whose costs 
are extraordinarily high. Therefore, our 
goal is to redirect outlier payments to 
those services that better meet our goal 
of providing outlier payments to those 
costly services with high financial risk. 
The intent is not to continue to provide 
a significant portion of outlier payments 
to high volume, low cost services. 

Using the final rule data and updated 
charge inflation estimates, we have 
modeled a fixed-dollar threshold of 
$1,175 for CY 2005. 

Comment: Several commenters 
requested data that support the 
presumption that the revised outlier 
methodology will definitely result in 
payment of 2 percent of total OPPS 
payments. The commenters also urged 
CMS to release data on actual outlier 
payments made in CY 2004 and in prior 

years, and to continue to report this data 
in the future. 

Response: The outlier thresholds and 
payment percentages are determined 
each year based on our best estimate of 
the thresholds and payment percentages 
needed to achieve the projected target of 
outlier payment. As discussed above, in 
order to estimate the outlier multiple 
and fixed-dollar thresholds, we first 
estimated 2 percent of the total 
spending using the APC payment rates 
in this final rule with comment period 
and the services in the CY 2003 claims. 
Using this estimate, we inflated the 
charges on the CY 2003 claims to reflect 
CY 2005 dollars using the 1.1876 
inflation adjustment used in the IPPS 
final rule. We then applied the overall 
CCR for each hospital based on their 
most recently submitted cost report, 
whether tentatively settled or final, and 
if tentatively settled, adjusted by a 
submitted-to-settled ratio taken from the 
previous year’s cost report. These are 
the same CCRs that we use in our 
ratesetting process. We then estimated 
outlier payments for various 
combinations of multiple and fixed-
dollar thresholds until we reached the 
targeted outlier expenditures. 

Interested parties may calculate the 
amount of outlier spending from 
previous years. Such information is 
available in the claims data, not the 
limited data set, available from CMS for 
this final rule with comment period. 

Comment: Several commenters were 
concerned that the proposed fixed-
dollar threshold of $625 was too high. 
Specifically, the commenters were 
concerned that CMS had overstated its 
charge inflation estimates in calculating 
the fixed dollar threshold, as had been 
done in the FY 2005 IPPS proposed 
rule. The commenters requested that 
CMS review its estimates and make 
comparable adjustments to these in the 
FY 2005 IPPS final rule.

Response: As noted previously, the 
OPPS had not used a charge inflation 
factor. In this final rule with comment 
period, we realized that we should have 
adopted a charge inflation estimate. We 
used the charge inflation estimate used 
in the IPPS final rule of 18.76 percent 
to update charges on the CY 2003 claims 
that we used to model the fixed-dollar 
threshold in order to reflect CY 2005 
dollars. Comparable to IPPS, we did not 
update the CCRs that we employed to 
estimate costs from these inflated 
charges. The CCRs are based on 
hospitals’ most recently submitted cost 
report, frequently CY 2002, adjusted by 
the most recent settled-to-submitted 
ratio, and were not updated for changes 
in relative costs and charges since the 
cost report year. 

Comment: One commenter supported 
the proposed change, but urged CMS to 
adopt MedPAC’s recommendation to 
fully eliminate outpatient outlier 
payments and to increase the base APC 
rates by a commensurate amount. The 
commenter asserted that the separate 
payment of services under OPPS 
eliminates the need for an outlier 
policy. 

Response: We believe that an outlier 
policy is necessary and appropriate 
under the OPPS. Outlier payments 
dampen the financial risk of and 
improve beneficiary access to 
expensive, complex outpatient services. 
The range of services provided in the 
outpatient setting continues to expand, 
continually including more services 
previously performed in the inpatient 
setting. Many of these procedures are 
high-cost, extensive, and as complex as 
inpatient procedures. The device-
dependent APCs provide a good 
example. We agree that separate 
payment for many individual services 
under OPPS reduces the need for an 
extensive outlier policy, but do not 
believe it eliminates the need entirely. 
We believe that the lower outlier 
payment percentage under the OPPS of 
50 percent relative to 80 percent under 
the IPPS and the smaller OPPS 
projected outlier target of 2 percent 
relative to the IPPS projected target of 
between 5 and 6 percent reflect the 
more limited outlier liability associated 
with the outpatient payment system. 

Comment: One commenter disagreed 
with our proposed policy and noted that 
it will substantially restrict outlier 
payments for a lot of outpatient services 
and recommended that CMS remove the 
fixed-dollar threshold and apply outlier 
payments only when the cost of a 
service exceeds 1.5 times the APC 
payment. 

Response: We disagree with the 
commenter as removing the fixed-dollar 
threshold and relying only on a multiple 
of 1.5 or 1.75 would result in outlier 
payments well in excess of the proposed 
2-percent projected target. To meet the 
projected target, we would have to raise 
the multiple threshold to 2.95 if we 
eliminated the fixed dollar threshold. 

Comment: Several commenters 
requested that CMS release limited data 
set data files in a more timely manner. 

Response: We have always attempted 
to, and will continue to, provide data 
necessary for evaluation of the OPPS in 
a timely manner. For example, this year, 
several data files were available through 
CMS’ Web site before the publication of 
the proposed rule. 

Comment: Several commenters 
recommended that CMS consider 
reinstating outlier payments at the claim 
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level, rather than at the individual 
service level, resulting in easier 
administration of outliers and payments 
that are more equitable for high cost 
patients. 

Response: We believe that calculating 
outliers on a service-by-service basis is 
the most appropriate way to calculate 
outliers for outpatient services. Outliers 
on a claim or bill basis requires both the 
aggregation of costs and the aggregation 
of OPPS payments thereby introducing 
some degree of offset among services; 
that is, the aggregation of low cost 
services and high cost services on a bill 
may result in the claim or bill not 
meeting the outlier criterion. While the 
implementation of service-based 
outliers is somewhat more complex 
because it involves allocating the costs 
of packaged services across multiple 
payable codes, we believe that under 
this approach, outlier payments are 
more appropriately directed to those 
specific services for which a hospital 
incurs significantly increased costs. We 
also believe that the introduction of the 
fixed dollar threshold improves 
payment for expensive patients by 
targeting outlier payments to the more 
high-cost, complex services. 

Comment: One commenter requested 
that CMS demonstrate the accuracy of 
its assumption that providers are 
receiving inappropriate outlier 
payments and suggest that the 
distribution of packaged costs on a 
claim could be affecting the outlier 
determination and payment. The 
commenter specifically requested that 
CMS exempt all drug administration 
APCs from the new fixed-dollar 
threshold methodology. 

Response: We agree that the allocation 
of packaged costs could modestly under 
or overestimate the cost of a single 
procedure for purposes of determining 
outlier payments. However, this 
observation cannot explain the huge 
concentration of services in low-cost, 
simple procedures receiving outlier 
payments observed by MedPAC in its 
March 2004 report referenced above. 
This concentration is clearly a function 
of the multiple threshold policy.

In accordance with section 1833(t)(5) 
of the Act, we have set a uniform fixed-
dollar outlier threshold that applies to 
all OPPS services in a given calendar 
year. We cannot exempt specific 
services from the outlier methodology 
because the statute does not provide for 
different thresholds for different types 
of OPPS services. Further, the 
magnitude of the multiple and fixed 
dollar thresholds is determined 
prospectively before the beginning of 
each year based on all OPPS services 

qualifying for outlier payments in that 
year. 

Comment: One commenter was 
concerned that CMS does not provide 
information to determine how the 
amounts that are actually spent on pass-
through and outlier payments compare 
to the amount that is carved out of the 
total amount allowed OPPS payment for 
these projected payments. The 
commenter was concerned that the 
amounts carved out for these purposes 
may not actually be spent and thus, 
would be lost to hospitals. 

Response: We are required by law to 
estimate the amounts that we expect to 
spend on pass-through and outlier 
payments each year before the start of 
the calendar year. We share the 
commenter’s interest in assuring that 
those estimates are made as accurately 
as possible to ensure that hospitals 
receive the amount to which they are 
entitled by law. We make our final 
estimate for each calendar year to the 
best of our ability based on all of the 
best data available at the time we 
prepare our final rule, including 
comments we receive in response to our 
proposed rule. With respect to the 
availability of data for modeling our 
outlier estimates, we have established 
limited data sets which include the set 
of claims we used first for the proposed 
rule estimates and, ultimately, for those 
for our final rule with comment period. 
For example, the CY 2003 claims used 
in ratesetting and modeling for this final 
rule with comment period for CY 2005 
OPPS will be available to the public in 
a limited data set format. However, 
estimates of total outlier payments made 
in previous years are not available in the 
limited data set, in no small part 
because outlier payments on these 
claims would underestimate total 
outlier payments. Interested parties can 
estimate total outlier expenditures from 
a full year of OPPS claims data. We will 
continue to assess the means by which 
we provide data. 

Comment: One commenter who did 
not support the proposed outlier policy 
suggested that the payment for outliers 
in low-cost services could be an 
indication that the APC payment rate is 
too low for these services. The 
commenter also wondered if the 
concentration of outlier payments in 
low-cost services was the result of high 
packaged costs appearing with these 
separately payable services, and 
indicated that one example might 
include packaged observation services. 
Ultimately, this commenter suggested 
that a better understanding of why 
outlier payments are directed to 
common services is necessary before a 
change in policy can be supported. 

Response: As MedPAC discussed in 
its March 2004 report, the main reason 
to include outlier policies with 
prospective payment systems is to limit 
providers’ financial risk attributable to 
patients whose costs are extraordinarily 
high relative to the median cost of 
providing the service. We believe that 
such risk is more substantial in high 
cost procedures. When the financial risk 
of providing a service becomes too high, 
providers may choose not to provide the 
service, an outcome that can harm 
beneficiary access. 

The CY 2004 outlier policy does not 
distinguish between high cost services 
and low cost services. In fact, MedPAC 
found that 50 percent of OPPS outlier 
payments in CY 2004 were for services 
in low-paying APCs. These observations 
suggested the need to modify the outlier 
policy to provide better protection 
against financial risk. The fixed-dollar 
threshold limits financial risk to 
providers who provide high-cost 
services. 

Although it is possible that extensive 
packaged costs have created the current 
concentration of outliers in low cost 
services, it is unlikely in most 
circumstances. Separately payable 
services consistently billed with 
extensive packaged costs would 
ultimately increase payment rates as 
packaged costs were incorporated in the 
cost of the payable service. Although 
packaged observation services can be 
extensive, the review of OPPS claims 
data indicates that there are too many 
outlier payments to be associated with 
the limited number of claims with 
packaged observation services. We 
believe the current policy creates an 
easy threshold for low-cost services to 
qualify for outlier payments and does 
little to protect hospitals against the 
financial risk associated with complex 
and high-cost services. 

C. Payment for Partial Hospitalization 

1. Background 

Partial hospitalization is an intensive 
outpatient program of psychiatric 
services provided to patients as an 
alternative to inpatient psychiatric care 
for beneficiaries who have an acute 
mental illness. A partial hospitalization 
program (PHP) may be provided by a 
hospital to its outpatients or by a 
Medicare-certified CMHC. Section 
1833(t)(1)(B)(i) of the Act provides the 
Secretary with the authority to designate 
the hospital outpatient services to be 
covered under the OPPS. Section 
419.21(c) of the Medicare regulations 
that implement this provision specifies 
that payments under the OPPS will be 
made for partial hospitalization services 
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furnished by CMHCs. Section 
1883(t)(2)(C) of the Act requires that we 
establish relative payment weights 
based on median (or mean, at the 
election of the Secretary) hospital costs 
determined by 1996 claims data and 
data from the most recent available cost 
reports. Payment to providers under the 
OPPS for PHPs represents the provider’s 
overhead costs associated with the 
program. Because a day of care is the 
unit that defines the structure and 
scheduling of partial hospitalization 
services, we established a per diem 
payment methodology for the PHP APC, 
effective for services furnished on or 
after August 1, 2000. For a detailed 
discussion, see the April 7, 2000 OPPS 
final rule (65 FR 18452). 

2. PHP APC Update for CY 2005 
As proposed, for calculation of the CY 

2005 per diem payment in this final 
rule, we used the same methodology 
that was used to compute the CY 2004 
per diem payment. For CY 2004, the per 
diem amount was based on three 
quarters of hospital and CMHC PHP 
claims data (for services furnished from 
April 1, 2002, through December 31, 
2002). We used data from all hospital 
bills reporting condition code 41, which 
identifies the claim as partial 
hospitalization, and all bills from 
CMHCs because CMHCs are Medicare 
providers only for the purpose of 
providing partial hospitalization 
services. We used CCRs from the most 
recently available hospital and CMHC 
cost reports to convert each provider’s 
line item charges as reported on bills, to 
estimate the provider’s cost for a day of 
PHP services. Per diem costs are then 
computed by summing the line item 
costs on each bill and dividing by the 
number of days on the bill. 

Unlike hospitals, CMHCs do not file 
cost reports electronically and the cost 
report information is not included in the 
Healthcare Cost Report Information 
System (HCRIS). The CMHC cost reports 
are held by the Medicare fiscal 
intermediaries. In a Program 
Memorandum issued on January 17, 
2003 (Transmittal A–03–004), we 
directed fiscal intermediaries to 
recalculate hospital and CMHC CCRs 
using the most recently settled cost 
reports by April 30, 2003. Following the 
initial update of CCRs, fiscal 
intermediaries were further instructed 
to continue to update a provider’s CCR 
and enter revised CCRs into the 
outpatient provider specific file. 
Therefore, for CMHCs, we use CCRs 
from the outpatient provider specific 
file. For CY 2005, we analyzed 12 
months of data for hospital and CMHC 
PHP claims for services furnished 

between January 1, 2003, and December 
31, 2003. Updated CCRs reduced the 
median cost per day for CMHCs. The 
revised medians are $310 for CMHCs 
and $215 for hospitals. Combining these 
files results in a median per diem PHP 
cost of $289. As with all APCs in the 
OPPS, the median cost for each APC is 
scaled to be relative to a mid-level office 
visit and the conversion factor is 
applied. The resulting APC amount for 
PHP is $281.33 for CY 2005, of which 
$56.33 is the beneficiary’s coinsurance.

Comment: One commenter summed 
payments for three Group Therapy 
Sessions (APC 0325) and one Extended 
Individual Therapy Session (APC 0323) 
and requested that amount as the 
minimum for a day of PHP. 

Response: We do not believe this is an 
appropriate comparison. It is important 
to note that the APC services cited by 
the commenter (APC 0325 and APC 
0323) are not PHP services, but rather 
single outpatient therapeutic sessions. 
As stated earlier, we used data from 
PHP programs (both hospitals and 
CMHCs) to determine the median cost of 
a day of PHP. PHP is a program of 
services where savings can be realized 
by hospitals and CMHCs over delivering 
individual psychotherapy services. In 
addition, a minimal day of PHP 
treatment does encompass three 
services. 

Comment: One commenter requested 
that the same provisions given to rural 
hospital outpatient departments also be 
given to rural CMHCs. 

Response: We believe the commenter 
may be referring to the statutory hold 
harmless provisions. Section 
1833(t)(7)(D) of the Act authorizes such 
payments, on a permanent basis, for 
children’s hospitals and cancer 
hospitals and, through CY 2005, for 
rural hospitals having 100 or fewer beds 
and sole community hospitals in rural 
areas. Section 1866(t)(7)(D) of the Act 
does not authorize hold harmless 
payments to CMHC providers. 

3. Separate Threshold for Outlier 
Payments to CMHCs 

In the November 7, 2003 final rule 
with comment period (68 FR 63469), we 
indicated that, given the difference in 
PHP charges between hospitals and 
CMHCs, we did not believe it was 
appropriate to make outlier payments to 
CMHCs using the outlier percentage 
target amount and threshold established 
for hospitals. There was a significant 
difference in the amount of outlier 
payments made to hospitals and CMHCs 
for PHP. Further analysis indicated the 
use of outlier payments was contrary to 
the intent of the outlier policy as 
discussed previously in section X.B. 

above. Therefore, for CY 2004, we 
established a separate outlier threshold 
for CMHCs. We designated a portion of 
the estimated 2.0 percent outlier target 
amount specifically for CMHCs, 
consistent with the percentage of 
projected payments to CMHCs under the 
OPPS in CY 2004, excluding outlier 
payments. 

As stated in the November 7, 2003 
final rule with comment period, CMHCs 
were projected to receive 0.5 percent of 
the estimated total OPPS payments in 
CY 2004. The CY 2004 outlier threshold 
is met when the cost of furnishing 
services by a CMHC exceeds 3.65 times 
the APC payment amount. The current 
outlier payment percentage is 50 
percent of the amount of costs in excess 
of the threshold. 

CMS and the Office of the Inspector 
General are continuing to monitor the 
excessive outlier payments to CMHCs. 
However, we do not yet have CY 2004 
claims data that will show the effect of 
the separate outlier threshold for 
CMHCs that was effective January 1, 
2004. Therefore, for CY 2005, as 
discussed in section X.B. of this 
preamble, we are continuing to set the 
target for hospital outpatient outlier 
payments at 2.0 percent of total OPPS 
payments. We are also allocating a 
portion of that 2.0 percent, 0.6 percent, 
to CMHCs for PHP services. We are 
adopting as final 0.6 percent for CMHCs 
because the percentage of CMHC’s 
payment to total OPPS payment rose 
slightly in the CY 2003 claims data. In 
the absence of CY 2004 claims data, we 
developed simulations for CY 2005. As 
discussed in section X.B. of this final 
rule, we are establishing a dollar 
threshold in addition to an APC 
multiplier threshold for hospital OPPS 
outlier payments. However, because 
PHP is the only APC for which CMHCs 
may receive payment under the OPPS, 
we would not expect to redirect outlier 
payments by imposing a dollar 
threshold. Therefore, we are not 
establishing a dollar threshold for 
CMHC outliers. In this final rule, we are 
setting the outlier threshold for CMHCs 
for CY 2005 at 3.5 percent times the 
APC payment amount and the CY 2005 
outlier payment percentage applicable 
to costs in excess of the threshold at 50 
percent. 

Comment: One commenter expressed 
concern about a separate outlier 
threshold for partial hospitalization 
services because many partial 
hospitalization programs are hospital 
based. The commenter recommended 
that CMS use the same threshold for all 
hospital services. 

Response: We agree that the same 
outlier policy should apply to all 
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hospital services. Under OPPS, we 
establish two sets of outlier thresholds, 
one for hospitals and one for CMHCs. 
The higher multiple threshold of 3.5 is 
reserved for services provided by 
CMHCs only. Hospitals billing for 
partial hospitalization will be subject to 
the outlier thresholds and payment 
percentages identified for all hospital 
services. 

XI. Beneficiary Copayments for CY 
2005 

A. Background 

Section 1833(t)(3)(B) of the Act 
requires the Secretary to set rules for 
determining copayment amounts to be 
paid by beneficiaries for covered OPD 
services. Section 1833(t)(8)(C)(ii) of the 
Act specifies that the Secretary must 
reduce the national unadjusted 
copayment amount for a covered OPD 
service (or group of such services) 
furnished in a year in a manner so that 
the effective copayment rate 
(determined on a national unadjusted 
basis) for that service in the year does 
not exceed specified percentages. For all 
services paid under the OPPS in CY 
2005, the specified percentage is 45 
percent of the APC payment rate. The 
statute provides a further reduction in 
CY 2006 so that the national unadjusted 
coinsurance for an APC cannot exceed 
40 percent in CY 2006 and in calendar 
years thereafter. Section 1833(t)(3)(B)(ii) 
of the Act provides that, for a covered 
OPD service (or group of such services) 
furnished in a year, the national 
unadjusted coinsurance amount cannot 
be less than 20 percent of the OPD fee 
schedule amount. 

Comment: One commenter expressed 
concern that the law does not further 
reduce the maximum coinsurance rate 
for CY 2007. The commenter believed 
that this may cause coinsurance rates to 
stagnate at 40 percent for a few years. 
The commenter indicated that its 
organization will continue to advocate 
for a legislative change that would 
accelerate the copayment buy-down. 

Response: We understand the 
concerns of this organization. In CY 
2004, we determined that 63 percent of 
APCs had a national unadjusted 
coinsurance rate of 20 percent. 
Therefore, we will continue to apply our 
current methodology for calculating 
national unadjusted coinsurance rates, 
as explained in earlier Federal Register 
notices, which ensures that the 
copayments of the remaining 37 percent 
of APCs will continue to decrease 
relative to increases in payment rates.

B. Copayment for CY 2005 

For CY 2005, we determined 
copayment amounts for new and revised 
APCs using the same methodology that 
we implemented for CY 2004 (see the 
November 7, 2003 OPPS final rule with 
comment period, 68 FR 63458). The 
unadjusted copayment amounts for 
services payable under the OPPS 
effective January 1, 2005 are shown in 
Addendum A and Addendum B of this 
final rule with comment period. 

XII. Addendum Files Available to the 
Public Via Internet 

The data referenced for Addendum C 
to this final rule with comment period 
are available on the following CMS Web 
site via Internet only: http://
www.cms.hhs.gov/providers/hopps/. We 
are not republishing the data 
represented in this Addendum to this 
final rule with comment period because 
of its volume. For additional assistance, 
contact Chris Smith Ritter at (410) 786–
0378. Addendum C—Healthcare 
Common Procedure Coding System 
(HCPCS) Codes by Ambulatory Payment 
Classification (APC). 

This file contains the HCPCS codes 
sorted by the APCs into which they are 
assigned for payment under the OPPS. 
The file also includes the APC status 
indicators, relative weights, and OPPS 
payment amounts. 

XIII. Collection of Information 
Requirements 

This document does not impose 
information collection and 
recordkeeping requirements. 
Consequently, it need not be reviewed 
by the Office of Management and 
Budget under the authority of the 
Paperwork Reduction Act of 1995. 

XIV. Regulatory Impact Analysis 

A. OPPS: General 

We have examined the impacts of this 
final rule with comment period as 
required by Executive Order 12866 
(September 1993, Regulatory Planning 
and Review), the Regulatory Flexibility 
Act (RFA) (September 19, 1980, Pub. L. 
96–354), section 1102(b) of the Social 
Security Act, the Unfunded Mandates 
Reform Act of 1995 (Pub. L. 104–4), and 
Executive Order 13132. 

1. Executive Order 12866 

Executive Order 12866 (as amended 
by Executive Order 13258, which 
merely reassigns responsibility of 
duties) directs agencies to assess all 
costs and benefits of available regulatory 
alternatives and, if regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 

(including potential economic, 
environmental, public health and safety 
effects, distributive impacts, and 
equity). A regulatory impact analysis 
(RIA) must be prepared for major rules 
with economically significant effects 
($100 million or more in any 1 year). 

We estimate the effects of the 
provisions that will be implemented by 
this final rule with comment period will 
result in expenditures exceeding $100 
million in any 1 year. We estimate the 
total increase (from changes in this final 
rule with comment period as well as 
enrollment, utilization, and case-mix 
changes) in expenditures under the 
OPPS for CY 2005 compared to CY 2004 
to be approximately $1.5 billion. 
Therefore, this final rule with comment 
period is an economically significant 
rule under Executive Order 12866, and 
a major rule under 5 U.S.C. 804(2).

2. Regulatory Flexibility Act (RFA) 
The RFA requires agencies to 

determine whether a rule would have a 
significant economic impact on a 
substantial number of small entities. For 
purposes of the RFA, small entities 
include small businesses, nonprofit 
organizations, and government agencies. 
Most hospitals and most other providers 
and suppliers are small entities, either 
by nonprofit status or by having 
revenues of $6 million to $29 million in 
any 1 year (65 FR 69432). 

For purposes of the RFA, we have 
determined that approximately 37 
percent of hospitals would be 
considered small entities according to 
the Small Business Administration 
(SBA) size standards. We do not have 
data available to calculate the 
percentages of entities in the 
pharmaceutical preparation 
manufacturing, biological products, or 
medical instrument industries that 
would be considered to be small entities 
according to the SBA size standards. For 
the pharmaceutical preparation 
manufacturing industry (NAICS 
325412), the size standard is 750 or 
fewer employees and $67.6 billion in 
annual sales (1997 business census). For 
biological products (except diagnostic) 
(NAICS 325414), with $5.7 billion in 
annual sales, and medical instruments 
(NAICS 339112), with $18.5 billion in 
annual sales, the standard is 50 or fewer 
employees (see the standards Web site 
at http://www.sba.gov/regulations/
siccodes/). Individuals and States are 
not included in the definition of a small 
entity. 

3. Small Rural Hospitals 
In addition, section 1102(b) of the Act 

requires us to prepare a regulatory 
impact analysis if a rule may have a 

VerDate jul<14>2003 11:37 Nov 12, 2004 Jkt 205001 PO 00000 Frm 00169 Fmt 4701 Sfmt 4700 C:\15NOR2.SGM 15NOR2

http://www.cms.hhs.gov/providers/hopps/
http://www.sba.gov/regulations/siccodes/


65850 Federal Register / Vol. 69, No. 219 / Monday, November 15, 2004 / Rules and Regulations 

significant impact on the operations of 
a substantial number of small rural 
hospitals. This analysis must conform to 
the provisions of section 603 of the 
RFA. With the exception of hospitals 
located in certain New England 
counties, for purposes of section 1102(b) 
of the Act, we previously defined a 
small rural hospital as a hospital with 
fewer than 100 beds that is located 
outside of a Metropolitan Statistical 
Area (MSA) (or New England County 
Metropolitan Area (NECMA)). However, 
under the new labor market definitions 
that we are adopting in this final rule 
with comment period (consistent with 
the FY 2005 IPPS final rule), we no 
longer employ NECMAs to define urban 
areas in New England. Therefore, we 
now define a small rural hospital as a 
hospital with fewer than 100 beds that 
is located outside of an MSA. Section 
601(g) of the Social Security 
Amendments of 1983 (Pub. L. 98–21) 
designated hospitals in certain New 
England counties as belonging to the 
adjacent NECMA. Thus, for purposes of 
the OPPS, we classify these hospitals as 
urban hospitals. We believe that the 
changes in this final rule with comment 
period will affect both a substantial 
number of rural hospitals as well as 
other classes of hospitals and that the 
effects on some may be significant. 
Therefore, we conclude that this final 
rule with comment period will have a 
significant impact on a substantial 
number of small entities. 

4. Unfunded Mandates 
Section 202 of the Unfunded 

Mandates Reform Act of 1995 (Pub. L. 
104–4) also requires that agencies assess 
anticipated costs and benefits before 
issuing any rule that may result in an 
expenditure in any 1 year by State, 
local, or tribal governments, in the 
aggregate, or by the private sector, of 
$110 million. This final rule with 
comment period does not mandate any 
requirements for State, local, or tribal 
governments. This final rule with 
comment period also does not impose 
unfunded mandates on the private 
sector of more than $110 million 
dollars. 

5. Federalism 
Executive Order 13132 establishes 

certain requirements that an agency 
must meet when it publishes any rule 
(proposed or final rule) that imposes 
substantial direct costs on State and 
local governments, preempts State law, 
or otherwise has Federalism 
implications. 

We have examined this final rule with 
comment period in accordance with 
Executive Order 13132, Federalism, and 

have determined that it would not have 
an impact on the rights, roles, and 
responsibilities of State, local or tribal 
governments. The impact analysis (see 
Table 41) shows that payments to 
governmental hospitals (including State, 
local, and tribal governmental hospitals) 
will increase by 3.7 percent under this 
final rule with comment period. 

Comment: One commenter expressed 
concern that CMS had removed the eye 
and ear specialty hospital category from 
our regulatory impact analysis and 
requested that we reinstate this line-
item. They further requested 
information on why specific analyses 
were retained for cancer and children’s 
hospitals. 

Response: We removed the specific 
regulatory impact analysis of eye and 
ear hospitals because, unlike cancer and 
children’s hospitals, they are not 
specifically protected by statute. Section 
1833(t)(7)(D) of the Act holds harmless 
cancer hospitals, children’s hospitals, 
small rural hospitals with less than 100 
beds, and sole community hospitals in 
rural areas. These hospitals cannot 
receive less payment in CY 2005 than 
they did in the CY 2004. However, 
because hold harmless provisions for 
cancer and children’s hospitals are 
permanent, we will not specifically 
identify these hospital classes in future 
impact analyses. 

Comment: One commenter expressed 
concern about the observed impact on 
teaching hospitals, specifically the 
observed increase of 2.9 percent under 
the proposed system, which is less than 
the overall increase modeled for all 
hospitals of 4.6 percent in the proposed 
rule. This commenter requested that 
CMS conduct analyses assessing the 
need for an adjustment for specific 
classes of hospitals, which is within 
CMS’ regulatory authority. The 
commenter further suggested that these 
analyses assess whether teaching 
hospitals rely more on pass-through, 
outlier, transitional corridor, and 
device-dependent APC payments, and 
suggested that an adjustment is 
necessary if this is the outcome. 

Response: We agree that it is 
important to monitor ongoing trends for 
specific classes of hospitals, and we are 
especially concerned when hospitals 
experience a negative increase. In this 
specific instance, major teaching 
hospitals are experiencing a positive 
increase in payments. We also agree that 
major teaching hospitals may be more 
dependent on costs estimated outside of 
the primary impact tables provided in 
the regulation. However, we are not 
convinced that a reliance on pass-
through, outlier, or transitional corridor 
payments is a reason to propose an 

adjustment. This is especially true in 
light of the outlier policy as proposed, 
which redirects money to complex and 
costly procedures that are more likely to 
be performed at academic medical 
institutions.

B. Impact of Changes in This Final Rule 
With Comment Period 

We are adopting as final the proposed 
changes to the OPPS that are required 
by the statute. We are required under 
section 1833(t)(3)(C)(ii) of the Act to 
update annually the conversion factor 
used to determine the APC payment 
rates. We are also required under 
section 1833(t)(9)(A) of the Act to revise, 
not less often than annually, the wage 
index and other adjustments. In 
addition, we must review the clinical 
integrity of payment groups and weights 
at least annually. Accordingly, in this 
final rule with comment period, we are 
updating the conversion factor and the 
wage index adjustment for hospital 
outpatient services furnished beginning 
January 1, 2005, as we discuss in 
sections VIII. and IX., respectively, of 
this final rule with comment period. We 
also have revised the relative APC 
payment weights using claims data from 
January 1, 2003, through December 31, 
2003. Finally, we are removing 6 device 
categories and 13 drugs and biological 
agents from pass-through payment 
status. In particular, see section V.A.2 
with regard to the expiration of pass-
through status for devices and see 
section IV.A.2 with regard to the 
expiration of pass-through status for 
drugs and biological agents. 

Under this final rule with comment 
period, the update change to the 
conversion factor as provided by statute 
as well as the additional money for the 
OPPS payments in CY 2005 as 
authorized by Pub. L. 108–173, 
including money for drugs and 
increases in the wage indices, will 
increase total OPPS payments by 4.0 
percent in CY 2005. The changes to the 
wage index and to the APC weights 
(which incorporate the cessation of 
pass-through payments for several drugs 
and devices) would not increase OPPS 
payments because the OPPS is budget 
neutral. However, the wage index and 
APC weight changes would change the 
distribution of payments within the 
budget neutral system as shown in 
Table 41 and described in more detail 
in this section. 

C. Alternatives Considered 
Alternatives to the changes we are 

making and the reasons that we have 
chosen the options we have are 
discussed throughout this final rule 
with comment period. Some of the 
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major issues discussed in this final rule 
with comment period and the options 
considered are discussed below. 

1. Payment for Device-Dependent APCs 
We package payment for an 

implantable device into the APC 
payment for the procedure performed to 
insert the device. Because almost all 
devices lost pass-through status at the 
end of CY 2002, we discontinued use of 
separate codes to report devices in CY 
2003. We have found that claims that 
we use to set payment rates for device-
dependent APCs frequently have 
packaged costs that are much lower than 
the cost of the device. This is attributed, 
in part, to variations in hospital billing 
practices. In response, we reestablished 
device codes for reporting on a 
voluntary basis in CY 2004. 

The APC Panel recommended that we 
use CY 2004 device-dependent APC 
rates updated for inflation as the CY 
2005 payments. We considered this 
option but did not adopt it because it 
would not recognize changes in relative 
cost for these APCs and would not 
advance us towards our goal of using 
unadjusted claims data as the basis for 
payment weights for all OPPS services. 

In addition to consideration of the 
APC Panel’s recommendation, we 
considered using CY 2002 claims to 
calculate a ratio between the median 
calculated using all single bills and the 
median calculated using only claims 
with HCPCS codes for devices on them, 
and applying that ratio to the median 
calculated using CY 2003 claims data. 
We rejected this option because it 
assumes that the relationship between 
the costs of the claims with and without 
codes for devices is a valid relationship 
not only for CY 2002 but CY 2003 as 
well. It also assumes no changes in 
billing behavior. We have no reason to 
believe either of these assumptions is 
true and, therefore, we did not choose 
this option. We also considered using 
external data provided by manufacturers 
and other stakeholders as the estimated 
device cost. We did not choose this 
alternative because we believe that, in a 
relative weight system, there should be 
a single stable and objective source of 
data for setting relative weights for all 
items and services for which payment is 
made in the system. 

We do not believe that any of the 
above options would help us progress 
toward reliance on our data. Rather than 
adopt any of those approaches, we 
developed an option to adjust the 
payment for only those device-
dependent APCs that have the most 
dramatic decreases for CY 2005. We 
believe that the better payment 
approach for determining median costs 

for device-dependent APCs in CY 2005 
is to base these medians on the greater 
of: (1) Median costs calculated using CY 
2003 claims data; or (2) 95 percent of 
the APC payment median used in CY 
2004 for these services. We believe that 
this adjustment methodology provides 
an appropriate transition to eventual use 
of all single bill claims data without 
adjustment. 

We are also requiring hospitals to 
report C-codes for device categories 
used in conjunction with procedures 
billed and paid for under the OPPS. We 
have decided to implement edits, 
starting April 1, to enforce the reporting 
of C-codes to bill for most of the device-
dependent procedures for which we 
adjusted the medians for CY 2005, as 
well as for a few APCs that require 
devices that are coming off pass-through 
payment in CY 2005 (a continuation of 
current billing practice). We believe that 
adoption of our proposal will mitigate 
barriers to beneficiary access to care 
while encouraging hospitals to bill 
correctly for the services they furnish. 
For a more detailed discussion of this 
issue, see section III.C. of this final rule 
with comment period. 

2. Hospital Outpatient Outlier Payments 

In its March 2004 Report, MedPAC 
made a recommendation to the Congress 
to eliminate the outlier provision under 
the OPPS. MedPAC made its 
recommendation after studying outlier 
payments on claims for services 
furnished during CY 2002 and 
concluding that in 2002, 50 percent of 
outlier payments were paid for 21 fairly 
common services that had relatively low 
APC payment rates, while high cost 
services accounted for only a small 
share of outlier payments. However, 
outlier payments are required under the 
statute. Therefore, we cannot 
discontinue outlier payments absent a 
legislative change by the Congress. 

In light of the MedPAC findings, we 
are adopting a fixed-dollar threshold in 
addition to the threshold based on a 
multiple of the APC amount that we 
have applied since the beginning of the 
OPPS. A fixed-dollar threshold will 
redirect OPPS outlier payments toward 
the complex and expensive services that 
can create high financial risk for a 
hospital. In its comments on the 
proposed rule, MedPAC recognized that 
elimination of the outlier policy for 
OPPS requires a legislative change and 
approved of the proposed policy to 
adopt a fixed-dollar threshold. For a 
more detailed discussion of this issue, 
see section X. of this final rule with 
comment period.

D. Limitations of Our Analysis 

The distributional impacts presented 
here are the projected effects of the 
policy changes, as well as the statutory 
changes that would be effective for CY 
2005, on various hospital groups. We 
estimate the effects of individual policy 
changes by estimating payments per 
service while holding all other payment 
policies constant. We use the best data 
available but do not attempt to predict 
behavioral responses to our policy 
changes. We also do not make 
adjustments for future changes in 
variables such as service volume, 
service mix, or number of encounters. 

E. Estimated Impacts of This Final Rule 
With Comment Period on Hospitals 

The estimated increase in the total 
payments made under OPPS is limited 
by the increase to the conversion factor 
set under the methodology in the 
statute. The distributional impacts 
presented do not include assumptions 
about changes in volume and service-
mix. However, total payments actually 
made under the system also may be 
influenced by changes in volume and 
service-mix, which CMS cannot 
forecast. The enactment of Pub. L. 108–
173 on December 8, 2003, provided for 
the payment of additional dollars in 
2004 and 2005 to providers of OPPS 
services outside of the budget neutrality 
requirements for both specified covered 
outpatient drugs (see section V.A.3.a. of 
this final rule with comment period) 
and the wage indexes for specific 
hospitals through reclassification reform 
in section 508 of Pub. L. 108–173 (see 
section IX. of this final rule with 
comment period). Table 41 shows the 
estimated redistribution of hospital 
payments among providers as a result of 
a new APC structure and wage indices, 
which are budget neutral; the estimated 
distribution of increased payments in 
CY 2005 resulting from the combined 
impact of APC recalibration and wage 
effects, and market basket update to the 
conversion factor; and estimated 
payments considering all payments for 
CY 2005 relative to all payments for CY 
2004. In some cases, specific hospitals 
may receive more total payment in CY 
2005 than in CY 2004, while, in other 
cases, they may receive less total 
payment than they received in CY 2004. 
However, our impact analysis suggests 
that no class of hospitals would receive 
less total payments in CY 2005 than in 
CY 2004. Because updates to the 
conversion factor, including the market 
basket and any reintroduction of pass-
through dollars, are applied uniformly, 
observed redistributions of payments in 
the impact table largely depends on the 
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mix of services furnished by a hospital 
(for example, how the APCs for the 
hospital’s most frequently furnished 
services would change) and the impact 
of the wage index changes on the 
hospital. However, the extent to which 
this final rule redistributes money 
during implementation will also depend 
on changes in volume, practice patterns, 
and case-mix of services billed between 
CY 2003 and CY 2005. 

Overall, the final OPPS rates for CY 
2005 will have a positive effect for all 
hospitals paid under OPPS. Adopted 
changes will result in a 4.0 percent 
increase in Medicare payments to all 
hospitals, exclusive of outlier and 
transitional pass-through payments. As 
described in the preamble, budget 
neutrality adjustments are made to the 
conversion factor and the relative 
weights to ensure that the revisions in 
the wage indices, APC groups, and 
relative weights do not affect aggregate 
payments. The impact of the wage and 
APC recalibration changes are fairly 
moderate across most classes of 
hospitals. 

To illustrate the impact of the CY 
2005 changes adopted in this final rule 
with comment period, our analysis 
begins with a baseline simulation model 
that uses the final CY 2004 weights, the 
FY 2004 final post-reclassification IPPS 
wage indices, as subsequently corrected, 
without changes in wage indices 
resulting from section 508 
reclassifications, and the final CY 2004 
conversion factor. Columns 2 and 3 in 
Table 41 reflect the independent effects 
of the changes in the APC 
reclassification and recalibration 
changes and the wage indices, 
respectively. These effects are budget 
neutral, which is apparent in the overall 
zero impact in payment for all hospitals 
in the top row. Column 2 shows the 
independent effect of changes resulting 
from the reclassification of HCPCS 
codes among APC groups and the 
recalibration of APC weights based on a 
complete year of CY 2003 hospital OPPS 
claims data. We modeled the 
independent effect of APC recalibration 
by varying only the weights, the final 
CY 2004 weights versus the final CY 
2005 weights, in our baseline model, 
and calculating the percent difference in 
payments. Column 3 shows the impact 
of updating the wage indices used to 
calculate payment by applying the final 
FY 2005 IPPS wage indices, as 
subsequently corrected. In addition to 
new wage data, the new IPPS wage 
indices use the CBSA system as the 
basis for geographic adjustment for 
wages, rather than the MSA 
designations used previously. The FY 
2005 IPPS wage indices also include the 

new adjustment for occupational mix, 
the reclassifications of hospitals to 
geographic areas by the MGCRB, the 
increased payment authorized by 
section 505 of Pub. L. 108–173 for out-
migration, hold-harmless provisions for 
hospitals redesignated from urban to 
rural by the new labor market 
definitions, and the one-year transition, 
50/50 blend for hospitals that 
experienced a decrease in their FY 2005 
wage index compared to their FY 2004 
wage index due solely to the changes in 
labor market definitions. The OPPS 
wage indices used in Column 3 do not 
include wage increases due to 
reclassification of hospitals through 
section 508 of Pub. L. 108–173. We 
modeled the independent effect of 
introducing the new wage indices by 
varying only the wage index between 
years, using CY 2004 weights, and a CY 
2004 conversion factor that included a 
budget neutrality adjustment for 
changes in wage effects between 2004 
and 2005. 

Column 4 demonstrates the combined 
‘‘budget neutral’’ impact of APC 
recalibration and wage index updates on 
various classes of hospitals, as well as 
the impact of updating the conversion 
factor with the market basket. We 
modeled the independent effect of 
budget neutrality adjustments and the 
market basket update by using the 
weights and wage indices for each year, 
and using a CY 2004 conversion factor 
that included a budget neutrality 
adjustment for differences in wages and 
the market basket increase. Finally, 
column 5 depicts the full impact of final 
CY 2005 policy on each hospital group 
by including the effect of all the changes 
for CY 2005 and comparing them to the 
full effect of all payments in CY 2004, 
including those authorized by Pub. L. 
108–173. Column 5 shows not only the 
combined budget neutral effects of APC 
and wage updates, and the market 
basket update, but it also shows the 
effects of additional monies added to 
the OPPS as a result of Pub. L. 108–173 
and pass-through money returned to the 
conversion factor from CY 2004. We 
modeled the independent effect of all 
changes using the final weights for CY 
2004 and CY 2005 with additional 
money for drugs authorized by section 
621 of Pub. L. 108–173, final wage 
indices including wage index increases 
for hospitals eligible for reclassification 
under section 508 of Pub. L. 108–173, 
and the CY 2005 conversion factor of 
$56.983.

Column 1: Total Number of Hospitals 
Column 1 in Table 41 shows the total 

number of hospital providers (4,296) for 
which we were able to use CY 2003 

hospital outpatient claims to model CY 
2004 and CY 2005 payments by classes 
of hospitals. We excluded all hospitals 
for which we could not accurately 
estimate CY 2004 or CY 2005 payment 
and entities that are not paid under the 
OPPS. The latter include critical access 
hospitals, all-inclusive hospitals, and 
hospitals located in Guam, the U.S. 
Virgin Islands, and the State of 
Maryland. This process is discussed in 
greater detail in section III.B of this final 
rule with comment period. In prior 
years, we displayed non-TEFRA 
hospitals paid under PPS separately 
from TEFRA hospitals in our impact 
and outlier tables. The distinction 
between TEFRA and non-TEFRA holds 
little value for OPPS as all hospitals are 
treated equally under the OPPS 
payment system. For this reason, we did 
not include TEFRA hospitals as a 
distinct hospital category in Table 41. 
The impact on this specific class of 
hospitals is captured in the rows 
addressing disproportionate share (DSH) 
as we only calculate a DSH variable for 
hospitals participating in the IPPS. 
Finally, of the hospitals displayed in 
Table 41 and Table 42, it is important 
to note that section 1833(t)(7)(D) of the 
Act holds harmless cancer hospitals, 
children’s hospitals, small rural 
hospitals with less than 100 beds, and 
sole community hospitals in rural areas. 
The hold harmless provisions for cancer 
and children’s hospitals are permanent; 
these hospitals cannot receive less 
payment in CY 2005 than they did in 
the CY 2004. For this reason, we will 
not specifically identify these classes of 
hospitals in future impact analyses. 

Column 2: APC Recalibration 
The APC reclassification and 

recalibration changes tend to favor rural 
hospitals especially those characterized 
as small, although the overall 
redistribution impact is modest. Rural 
hospitals show a 0.6 percent increase, 
which is somewhat less than that 
observed in the proposed rule of 0.9. 
Specifically, rural hospitals with 50 to 
100 beds show a 0.8 percent increase 
and rural hospitals with 101 to 149 beds 
show a 0.7 percent increase attributable 
to the APC recalibration. Mid-volume 
hospitals performing between 11,000 
and 20,999 services experience an 
increase of 1.0 percent. Rural hospitals 
also show overall increases by region, 
with the East North Central and East 
South Central regions benefiting by at 
least 0.9 percent and the South Atlantic 
and West North Central regions 
benefiting by 0.7 percent. 

Urban hospitals show, on an average, 
a 0.2 percent decrease, which is 
comparable to that observed in the 
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proposed rule. This decrease is spread 
among all urban hospitals. Large urban 
hospitals experience a decline of 0.1 
percent and ‘‘other’’ urban hospitals 
experience a decline of 0.2 percent. 
Urban hospitals with greater than 200 
beds show decreases, and the largest 
urban hospitals with bed size greater 
than 500 report a decrease of 0.9 
percent. The smallest urban hospitals 
report a positive percent increases. 
Urban hospitals providing the lowest 
volume of services and those providing 
the highest also demonstrate negative 
impacts from APC recalibration. 
Decreases for urban hospitals are also 
concentrated in some regions, 
specifically, the South Atlantic, West 
South Central, Mountain, and Pacific 
experience decreases of at least 0.1 
percent. West South Central loses the 
most, 0.9 percent. 

The largest observed impacts among 
other hospital classes resulting from 
APC recalibration include declines of 1 
percent for major teaching hospitals and 
2.3 percent for hospitals without a valid 
DSH variable, most of which are TEFRA 
hospitals. Hospitals treating more low-
income patients (high DSH percentage) 
also demonstrate declines of 0.8 
percent. However, hospitals treating 
fewer low-income patients experience 
positive impacts from APC 
recalibration. Government hospitals 
demonstrate a decline of 0.8 percent. 
The specialty hospitals, cancer and 
children’s hospitals, also would 
experience declines of 2.4 and 1.5 
percent due to APC recalibration, 
respectively, if they were not held 
harmless under section 1833(t)(7)(D) of 
the Act. 

In general, APC changes effect the 
distribution of hospital payments by 
increasing payments to small rural 
hospitals while decreasing payments 
made to large urban hospitals, including 
major teaching hospitals and those 
serving a high percentage of low-income 
patients. 

Column 3: Wage Effect 
Changes introduced by the new IPPS 

wage indices had a modest impact, but 
the distributions have changed since the 
proposed rule with the changes and 
additional provisions included in the 
final IPPS wage indices. Decreases in 
OPPS payment due to the new wage 
indices are generally located in rural 
hospitals, although specific classes of 
other hospitals also experience declines. 
Overall, urban hospitals experience no 
change in payments as a result of the 
new wage indices. However, large urban 
hospitals experience an increase of 0.1 
percent. We estimate that rural hospitals 
will experience a decrease in payments 

of 0.2 percent. This pattern of urban 
gain and rural loss is evident in all of 
the urban and rural comparisons. Low-
volume urban hospitals with fewer than 
5,000 services and urban hospitals in 
the West South Central region show the 
largest percentage increase of 0.5. 

Rural hospitals show modest 
decreases for most bed sizes but show 
the largest losses for hospitals with 
more than 200 beds. The new wage 
indices result in a 0.5 percent decrease 
for the largest rural hospitals. Similarly, 
high volume rural hospitals demonstrate 
an anticipated decline of 0.4 percent. 
Hospitals located in the New England 
and Middle Atlantic regions show a 
negative impact due to wage index 
changes regardless of urban or rural 
designation. However, rural hospitals in 
New England and the Middle Atlantic 
experience the largest decreases among 
regions of 0.7 and 0.6 percent, 
respectively. Rural hospitals in the 
South Atlantic, East North Central, East 
South Central, and Mountain regions 
also experience decreased payments. 
Rural sole community hospitals show 
the same impact as other rural hospitals; 
they experience a decline of 0.2 percent. 

Looking across other categories of 
hospitals, major teaching hospitals are 
estimated to lose 0.3 percent. Almost all 
hospitals serving low-income patients 
lose 0.1 percent. Hospitals for which 
DSH is not available, mostly TEFRA 
hospitals, lose 0.3 percent.

Column 4: Budget Neutrality and 
Market Basket Update 

In general, the market basket update 
alleviates any negative impacts on 
payments created by the budget 
neutrality adjustments made in columns 
2 and 3. As column 4 demonstrates, 
with the addition of the market basket 
update, we do not expect any class of 
hospital providers to experience an 
overall negative impact as a result of the 
proposed changes to OPPS for CY 2005. 
Further, the redistributions created by 
APC recalibration tend to offset those 
created by the new wage indices. For 
example, rural hospitals gain 0.6 
percent from the APC changes but lose 
0.2 percent as a result of changes to the 
wage indices, leading to an overall 
adjustment of 3.7 percent with the 
addition of the market basket. Urban 
hospitals show a decrease of 0.2 percent 
resulting from APC recalibration and no 
change as a result of the new wage 
index, leading to an update in column 
4 of 3.2 percent. 

For several classes of hospitals, 
positive or neutral wage effects do not 
offset the larger impacts of APC 
recalibration leading to lower update 
amounts. For example, low volume 

urban hospitals experience a negative 
APC recalibration effect of 1.1, but a 
positive wage effect of 0.5. The result is 
an overall update of 2.6, which is less 
than the market basket. A few hospital 
providers may experience much lower 
and much higher update amounts than 
the market basket because the combined 
impact of the budget neutrality 
adjustments for the APC recalibration 
and the new wage index are reinforcing. 
Urban hospitals with more than 500 
beds show a gain of 2.2 percent because 
the impact of APC recalibration was 
¥0.9 percent and the new wage indices 
added ¥0.1 percent. Major teaching 
hospitals experience a decline in 
payment due to APC recalibration of 
¥1.0 and a decline due to wage indices 
of ¥0.3 resulting in an overall, budget 
neutral update of 2.0. Hospitals for 
which we have no DSH variable, mostly 
TEFRA hospitals, will experience a 
decrease in payments due to both APC 
recalibration and the new wage indices, 
leading to a budget neutral increase of 
0.7 percent. Hospitals serving a high 
number of low-income patients 
experience an overall update of 2.4 
percent. Finally, cancer hospitals show 
an update of only 0.2 percent, and 
children’s hospitals, of only 2.0 percent, 
but statutory provisions ensure that 
each of these hospitals is ‘‘held 
harmless’’ relative to last year’s 
payments. 

A few hospitals may also gain from 
the combined positive effect of the APC 
recalibration and the wage effect. 
Overall, mid-volume urban hospitals 
and urban hospitals with a small 
number of beds, rural hospitals in the 
East South and North Central, West 
North and South Central, and 
nonteaching hospitals experience 
positive impacts from both APC 
recalibration and the new wage indices. 

Column 5: All Changes for CY 2005 
Column 5 compares all changes for 

CY 2005 to a final simulated payment 
for CY 2004 and includes all additional 
dollars resulting from provisions in Pub. 
L. 108–173 in both years and the 
difference in pass-through estimates. 
Overall, we estimate that hospitals will 
gain 4.0 percent under this final rule 
with comment period relative to total 
spending with Pub. L. 108–173 dollars 
for drugs and wage indices in CY 2004. 
Hospitals do receive a 4.5-percent 
increase in dollars (3.3 percent for the 
market basket and 1.2 percent for pass-
through dollars returned to the 
conversion factor), which is reflected in 
the conversion factor. However, 
hospitals received more additional 
money from provisions in Pub. L. 108–
173 for spending on drugs and wage 
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indices in CY 2004 than in CY 2005. 
This is largely a result of the decline in 
the statutory minimum payment for sole 
source specified covered outpatient 
drugs from 88 percent to 83 percent of 
AWP. The observed 4.0 percent reflects 
this difference in spending. 

Some hospitals experience large 
increases in addition to those already 
garnered under budget neutrality. In 
rural areas, hospitals providing between 
11,000 and 20,999 services are projected 
to experience an increase of 5.1 percent. 
Rural hospitals in the East South 
Central, West North Central, and West 
South Central are all projected to 
experience an increase of at least 5 
percent. Very small urban hospitals, less 
than 99 beds, will experience an 
increase of 4.9 percent. On the other 
hand, a handful of types of hospitals 
will experience much smaller updates. 
Large urban hospitals will receive an 
update of 3.9 percent. Urban hospitals 
in the Middle Atlantic and Mountain 
regions will experience updates less 
than or equal to 3.5 percent. Rural 
hospitals in New England and the 
Middle Atlantic also have updates less 
than or equal to 3.5 percent. 

Major teaching hospitals are projected 
to experience a smaller increase in 
payments, 2.6 percent, than the 4.0 
percent aggregate for all hospitals due to 
negative impacts from both the APC 
recalibration, the new wage indices, and 
most probably the decline in spending 
for drugs under Pub. L. 108–73. 
Hospitals serving a disproportionate 
share of low-income patients also 
experience a lower increase, 3.4 percent. 
Hospitals for which there is no DSH 
information, mostly TEFRA hospitals, 
are estimated to receive an update of 0.3 
percent. This low-observed increase 
appears to be largely due to APC 
recalibration issues and declines in the 
payment for drugs. The impact of final 
payment on the specialty hospitals, 
cancer and children’s hospitals, is not 
shown. If these hospitals were paid 
under OPPS, the cancer hospitals would 
experience a negative impact. However, 
these hospitals are held harmless and, 
therefore, will not experience any 
decline in payment. As noted above, we 
do not intend to specifically identify 
these hospitals in our future impact 
analyses.

F. Projected Distribution of Outlier 
Payments 

As stated in section X.B. of this 
preamble, we have a projected target of 
2 percent of the estimated CY 2005 
expenditures to outlier payments. For 
CY 2005, we are adopting a fixed-dollar 

threshold. As discussed in section X.B. 
of the preamble, we are changing our 
current policy, which sets the outlier 
threshold using only a multiple of the 
APC payment rate, to a policy that 
includes both a multiple of the APC 
payment rate and a new fixed dollar 
threshold. This policy will better target 
outlier payments to higher cost, 
complex cases that create greater 
financial risk for hospitals. 

For CY 2005, we are specifically 
proposing to require that, in order to 
qualify for an outlier payment, the cost 
of a service must exceed 1.75 times the 
APC payment rate and the cost must 
also exceed the sum of the APC rate 
plus a $1,175 fixed-dollar threshold. 
The outlier payment under this policy 
remains at 50 percent of the cost minus 
the multiple of the APC payment rate. 

Table 42 below compares the 
percentage of outlier payments relative 
to total projected payments for the 
simulated CY 2004 and CY 2005 outlier 
policies. As discussed in section X.B. of 
this preamble, we included a charge 
inflation factor in our modeling for this 
final rule with comment period that was 
not included in our modeling for the 
proposed rule. This resulted in 
increased thresholds for both the 
simulated CY 2004 and final CY 2005 
outlier policies. To provide an accurate 
comparison for the new policy, we 
estimated the CY 2004, multiple-only 
policy, using the CY 2003 claims with 
inflated charges to pay total outlier 
payments that are 2 percent of total 
estimated spending. This resulted in a 
multiple threshold of 2.95. 

Overall, Table 42 demonstrates that 
the outlier policy accomplishes the goal 
of redistributing outlier payments to 
hospitals performing more expensive 
procedures and incurring greater 
financial risk. Notwithstanding the 
inclusion of a charge inflation factor, the 
observed distributions for both policies 
differ very little from those provided in 
the proposed rule. First, based on the 
mix of services for the hospitals that 
would be paid under the OPPS in CY 
2005, fewer hospitals would receive 
outlier payments. This is appropriate as 
more outlier money is targeted to 
specific services. We estimate that 
approximately 85 percent of all 
hospitals will receive outlier payments 
under the new policy, whereas 95 
percent of all hospitals were estimated 
to get outlier payments under the CY 
2004 policy. 

We estimate that the redistribution of 
outlier payments is modest, rarely 
shifting total payments by more than 1 

percent. In light of this, many hospitals 
receiving outlier payments under the 
previous policy will continue to receive 
outlier payments but for a different set 
of services. Nonetheless, this final 
outlier policy appears to accomplish the 
goal of redirecting payments to high-
cost, expensive services. The adopted 
outlier policy tends to benefit large 
urban hospitals, teaching hospitals, 
proprietary hospitals, and hospitals 
serving a moderate share of low-income 
patients. The distribution observed here 
may offset the less than average 
increases in payment observed for these 
same classes of hospitals in the overall 
impact Table 41. Selected hospitals are 
predicted to lose outlier payments. 
Rural hospitals, specifically those that 
show a small number of beds and 
provide a low volume of services, are 
eligible for fewer outlier payments when 
compared to other types of hospital 
categories, but, in general, these 
hospitals experience greater OPPS 
payment increases. Government 
hospitals experience a decrease in 
outlier payments of 0.3 percent, and 
TEFRA hospitals are projected to lose 
1.2 percent in outlier payments. 

G. Estimated Impacts of This Final Rule 
With Comment Period on Beneficiaries 

For services for which the beneficiary 
pays a coinsurance of 20 percent of the 
payment rate, the beneficiary share of 
payment will increase for services for 
which OPPS payments will rise and will 
decrease for services for which OPPS 
payments will fall. For example, for a 
mid-level office visit (APC 0601), the 
minimum unadjusted copayment in CY 
2004 was $10.71. In this final rule with 
comment period, the minimum 
unadjusted copayment for APC 601 is 
$11.22 because the OPPS payment for 
the service will increase under this final 
rule with comment period. In another 
example, for a Level III Pathology 
Procedure (APC 0344), the minimum 
unadjusted copayment in CY 2004 was 
$17.16. In this final rule with comment 
period, the minimum unadjusted 
copayment for APC 0344 is $15.66 
because the minimum unadjusted 
copayment is limited to 45 percent of 
the APC payment rate for CY 2005, as 
discussed in section XI. of this final rule 
with comment period. 

However, in all cases, the statute 
limits beneficiary liability for co-
payment for a service to the inpatient 
hospital deductible for the applicable 
year. This amount is $912 for CY 2005.

BILLING CODE 4102–01–P
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BILLING CODE 4120–01–C

Conclusion 

The changes in this final rule with 
comment period affect all classes of 
hospitals. Some hospitals experience 
significant gains and others less 
significant gains, but all hospitals will 
experience positive updates in OPPS 
payments in CY 2005. Table 41 
demonstrates the estimated 
distributional impact of the OPPS 
budget neutrality requirements and an 
additional 4.0 percent increase in 

payments for CY 2005, exclusive of 
outlier and transitional pass-through 
payments, across various classes of 
hospitals. Table 42 demonstrates the 
distributional impact of outlier 
payments under the new policy of a 
multiple and fixed-dollar threshold. 
These two tables and the accompanying 
discussion, in combination with the rest 
of this final rule with comment period, 
constitute a regulatory impact analysis. 

In accordance with the provisions of 
Executive Order 12866, this final rule 

with comment period was reviewed by 
the Office of Management and Budget. 

XV. Regulation Text

List of Subjects in 42 CFR Part 419 

Hospitals, Medicare, Reporting and 
recordkeeping requirements.

� For the reasons set forth in the 
preamble, the Centers for Medicare & 
Medicaid Services amends 42 CFR 
Chapter IV, Part 419, as set forth below:
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PART 419—PROSPECTIVE PAYMENT 
SYSTEM FOR HOSPITAL OUTPATIENT 
DEPARTMENT SERVICES

� 1. The authority citation for Part 419 
continues to read as follows:

Authority: Secs. 1102, 1833(t), and 1871 of 
the Social Security Act (42 U.S.C. 1302, 
1395l(t), and 1395hh).

� 2. Section 419.21 is amended by 
adding a new paragraph (e) to read as 
follows:

§ 419.21 Hospital outpatient services 
subject to the outpatient prospective 
payment system.
* * * * *

(e) Effective January 1, 2005, an initial 
preventive physical examination, as 
defined in § 410.16 of this chapter, if the 
examination is performed no later than 
6 months after the individual’s initial 
Part B coverage date that begins on or 
after January 1, 2005.
� 3. Section 419.22 is amended by 
adding a new paragraph (s) to read as 
follows:

§ 419.22 Hospital outpatient services 
excluded from payment under the hospital 
outpatient prospective payment system.
* * * * *

(s) Effective December 8, 2003, 
screening mammography services and 
effective January 1, 2005, diagnostic 
mammography services.
� 4. Section 419.64 is amended by 
revising paragraph (d) to read as follows:

§ 419.64 Transitional pass-through 
payments: Drugs and biologicals.
* * * * *

(d) Amount of pass-through payment. 
Subject to any reduction determined 
under § 419.62(b), the pass-through 
payment for a drug or biological equals 
the amount determined under section 
1842(o) of the Social Security Act, 
minus the portion of the APC payment 
amount that CMS determines is 
associated with the drug or biological.
� 5. Section 419.70 is amended by 
revising the section heading and 
paragraphs (f)(2)(i) and (f)(2)(ii) to read as 
follows:

§ 419.70 Transitional adjustment to limit 
decline in payments.
* * * * *

(f) Pre-BBA amount defined. * * * 
(2) Base payment-to-cost ratio 

defined. * * * 
(i) The provider’s payment under this 

part for covered outpatient services 

furnished during one of the following 
periods, including any payment for 
these services through cost-sharing 
described in paragraph (e) of this 
section: 

(A) The cost reporting period ending 
in 1996; or 

(B) If the provider does not have a 
cost reporting period ending in 1996, 
the first cost reporting period ending on 
or after January 1, 1997, and before 
January 1, 2001; and 

(ii) The reasonable costs of these 
services for the same cost reporting 
period.
* * * * *
(Catalog of Federal Domestic Assistance 
Program No. 93.773, Medicare—Hospital 
Insurance; and Program No. 93.774, 
Medicare—Supplementary Medical 
Insurance Program)

Dated: October 28, 2004. 

Mark B. McClellan, 
Administrator, Centers for Medicare & 
Medicaid Services.

Dated: October 28, 2004. 

Tommy G. Thompson, 
Secretary.
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