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V. Physician Fee Schedule Update for (0.84941), as discussed in the CY 2009 The physician’s own time component 
CY 2010 PFS final rule with comment period (73 represents the net income portion of 

FR 69900). business receipts and primarily reflects A. Physician Fee Schedule Update For CY 2010, the Medicare Economic the input of the physician’s own time 
The PFS update is determined using Index (MEI) is equal to 1.2 percent into the production of physicians’ 

a formula specified in section 1848(d)(4) (1.012). The update adjustment factor services in physicians’ offices. This 
of the Act. Section 101 of the MIEA– (UAF) is ¥7.0 percent. Our calculations category consists of two 
TRHCA provided a 1-year increase in of these figures are explained below in subcomponents: (1) wages and salaries; 
the CY 2007 conversion factor (CF) and this section. and (2) fringe benefits. 
specified that the CF for CY 2008 must In order to determine the 2010 PFS CF The physician’s PE category 
be computed as if the 1-year increase update, the CFs for 2007, 2008, and represents nonphysician inputs used in 
had never applied. Section 101 of the 2009 must be calculated as if the various the production of services in physicians’ 
MMSEA provided a 6-month increase in legislative changes to the CFs for those offices. This category consists of wages 
the CY 2008 CF, from January 1, 2008, years had not occurred. Consistent with and salaries and fringe benefits for 
through June 30, 2008, and specified the formula specified by the statute, the nonphysician staff and other nonlabor 
that the CF for the remaining portion of CY 2010 CF update is ¥21.2 percent inputs. The physician’s PE component 
2008 and the CFs for CY 2009 and (0.78760). Our calculations are also includes the following categories of 
subsequent years must be computed as explained below in this section. nonlabor inputs: office expense; medical 
if the 6-month increase had never materials and supplies; professional 

B. The Percentage Change in the applied. Section 131 of the MIPPA liability insurance; medical equipment; 
Medicare Economic Index (MEI) extended the 6-month increase that was prescription drugs; and other expenses. 

applicable to the CF for the first half of The Medicare Economic Index (MEI) The components are adjusted to reflect 
CY 2008 to the entire year, provided for is authorized by section 1842(b)(3) of productivity growth in physicians’ 
a 1.1 percent increase to the CY 2009 the Act, which states that prevailing offices by the 10-year moving average of 
CF, and specified that the CFs for CY charge levels beginning after June 30, productivity in the private nonfarm 
2010 and subsequent years must be 1973 may not exceed the level from the business sector. 
computed as if the increases for CYs previous year except to the extent that Table 33 presents a listing of the MEI 
2007, 2008, and 2009 had never applied. the Secretary finds, on the basis of cost categories with associated weights 

If section 101 of the MIEA–TRHCA appropriate economic index data, that and percent changes for price proxies 
had not been enacted, the CY 2007 CF the higher level is justified by year-to- for the 2010 update. For CY 2010, the 
update would have been ¥5.0 percent year economic changes. increase in the MEI is 1.2 percent, 
(0.94953), as published in the CY 2007 The MEI measures the weighted- which includes a 1.3 percent 
PFS final rule with comment period (71 average annual price change for various productivity offset based on the 10-year 
FR 69760). If section 101 of the MMSEA inputs needed to produce physicians’ moving average of multifactor 
had not been enacted, the CY 2008 CF services. The MEI is a fixed-weight productivity. This is the result of a 3.2 
update would have been ¥10.1 percent input price index, with an adjustment percent increase in physician’s own 
(0.89896), as published in the CY 2008 for the change in economy-wide time and a 1.8 percent increase in 
PFS final rule with comment period (72 multifactor productivity. This index, physician’s PE. Within the physician’s 
FR 66383). which has CY 2000 base year weights, PE, the largest increase occurred in 

If section 131 of the MIPPA had not is comprised of two broad categories: (1) prescription drugs, which increased 7.1 
been enacted, the CY 2009 CF update physician’s own time; and (2) percent. 
would have been ¥15.1 percent physician’s practice expense (PE). BILLING CODE 4120–01–P 
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C. The Update Adjustment Factor (UAF) second revision to 2008 allowed years of negative physician updates of 
expenditures in this final rule with approximately 5 percent. Commenters Section 1848(d) of the Act provides ¥

comment). described how they believe the SGR and that the PFS update is equal to the In the CY 2010 PFS proposed rule (74 update formulas are flawed, and they product of the MEI and the UAF. The FR 33650), we noted that section stated their belief that the magnitude of UAF is applied to make actual and 1848(f)(4)(A) of the Act provides the the 1-year reduction, followed by target expenditures (referred to in the Secretary with clear discretion to multiple years of continued reductions, statute as ‘‘allowed expenditures’’) determine what items and services will impair beneficiary access to quality equal. Allowed expenditures are equal should be included in the definition of care. Many commenters urged us to to actual expenditures in a base period ‘‘physicians’ services’’ for purposes of work with Congress to revise or replace updated each year by the sustainable determining allowed expenditures and the physician update and SGR formulas. growth rate (SGR). The SGR sets the the SGR. As the statute affords the Some of these commenters suggested annual rate of growth in allowed Secretary clear discretion to revise the alternative methodologies for updating expenditures and is determined by a definition of ‘‘physicians’ services’’, we physician payments, and a number of formula specified in section 1848(f) of proposed to remove physician- them specifically expressed their the Act. administered drugs from the definition support for the SGR-related provisions 
1. Calculation under Current Law of ‘‘physicians’ services’’ in section of H.R. 3200. A few commenters 

1848(f)(4)(A) of the Act for purposes of suggested using our administrative Under section 1848(d)(4)(B) of the computing the SGR and levels of authority to implement additional Act, the UAF for a year beginning with allowed expenditures and actual changes that would further lessen the CY 2001 is equal to the sum of the expenditures in all future years. negative impact. The AMA requested following— Furthermore, given the past effect of • that we publish in our final rule Prior Year Adjustment Component. spending growth for physician- estimates of the annual updates for 2011 An amount determined by— administered drugs on future PFS through 2014. + Computing the difference (which updates, in order to effectuate fully the 
may be positive or negative) between Response: As discussed in the Secretary’s policy decision to remove 
the amount of the allowed expenditures proposed rule (74 FR 33650), the drugs from the definition of 
for physicians’ services for the prior magnitude of the estimated 1-year ‘‘physicians’ services’’, we also 
year (the year prior to the year for which reduction led us to reexamine indicated that we believed it was 
the update is being determined) and the administrative actions that the Secretary reasonable to remove drugs from the 
amount of the actual expenditures for could take to lessen the potential for calculation of allowed and actual 
those services for that year; repeated further reductions in the PFS expenditures for all prior years. 

+ Dividing that difference by the update. We explored the breadth of In the proposed rule (74 FR 33651), 
amount of the actual expenditures for options available under current we noted that the term ‘‘actual 
those services for that year; and authority including an assessment of expenditures’’ is not defined in the 

+ Multiplying that quotient by 0.75. whether the cost of physician- statute, nor are there any statutory 
• Cumulative Adjustment administered drugs should continue to limitations on the Secretary’s ability to 

Component. An amount determined be included in actual expenditures, recompute actual expenditures to reflect 
by— allowed expenditures and the SGR. As changes in the amount of actual 

+ Computing the difference (which the statute affords the Secretary clear expenditures. On several occasions, we 
may be positive or negative) between discretion to define ‘‘physicians’ have made revisions to the amount of 
the amount of the allowed expenditures actual expenditures to reflect new services’’ for purposes of determining 
for physicians’ services from April 1, information regarding spending on allowed expenditures and the SGR 
1996, through the end of the prior year physicians’ services. In order to (section 1848(f)(4)(A) of the Act), we 
and the amount of the actual eliminate the disproportionate impact proposed to remove physician- 
expenditures for those services during that the large past increases in the costs administered drugs from the definition 
that period; attributable to physician-administered of ‘‘physicians’ services’’ in section 

+ Dividing that difference by actual drugs would otherwise have upon 1848(f)(4)(A) of the Act for purposes of 
expenditures for those services for the future PFS updates, we proposed to computing the SGR and the levels of 
prior year as increased by the SGR for remove drugs from the calculation of allowed expenditures and actual 
the year for which the UAF is to be allowed and actual expenditures under expenditures in all future years. 
determined; and sections 1848(d)(3)(C) and 1848(d)(4) of Moreover, given the past effect of 

+ Multiplying that quotient by 0.33. the Act retrospectively to the 1996/1997 spending growth for physician- 
Section 1848(d)(4)(E) of the Act base year. Further, we proposed to administered drugs on future PFS 

requires the Secretary to recalculate remove drugs from the calculation of the updates, in order to effectuate fully the 
allowed expenditures consistent with SGR beginning with 2010. Secretary’s policy decision to remove 
section 1848(f)(3) of the Act. Section Comment: Commenters strongly drugs from the definition of physicians’ 
1848(f)(3) specifies that the SGR (and, in supported our proposal to remove drugs services in section 1848(f)(4)(A) of the 
turn, allowed expenditures) for the from the calculation of allowed and Act, we proposed to remove drugs from 
upcoming CY (CY 2010 in this case), the actual expenditures retrospectively to the calculation of allowed and actual 
current CY (that is, CY 2009) and the the 1996/1997 base year and our expenditures under section 
preceding CY (that is, CY 2008) are to proposal to remove drugs from the 1848(d)(3)(C) and 1848(d)(4) of the Act 
be determined on the basis of the best calculation of the SGR beginning with retrospectively to the 1996 base year in 
data available as of September 1 of the 2010. Many noted that they have been order to eliminate the disproportionate 
current year. Allowed expenditures for requesting this change for years. impact that the large past increases in 
a year generally are estimated initially However, all commenters expressed the costs attributable to physician- 
and subsequently revised twice. The concerns about the estimated negative administered drugs would otherwise 
second revision occurs after the CY has update for CY 2010 of approximately have upon future PFS updates. (See 74 
ended (that is, we are making the ¥21 percent, followed by multiple FR 33651 for a more detailed 
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explanation of our legal authority for and the SGR will have no effect on the physician-administered drugs were to 
this proposal). We received no public 2010 PFS update of ¥21.3 percent remain included in allowed and actual 
comments that disagreed with these because removing drugs from allowed expenditures, the UAF would be 
proposals. and actual expenditures retroactively to expected to be at the maximum 

Accordingly, we are removing the base year changes the UAF for CY reduction of ¥7.0 percent for several 
physician-administered drugs from the 2010 from ¥30.9 percent to ¥8.8 years beyond 2010. By excluding these 
calculation of allowed and actual percent. As the statute limits the UAF drugs, far fewer negative UAFs are 
expenditures under sections for a year to ¥7.0 percentage points, the expected in future years. 
1848(d)(3)(C) and 1848(d)(4) of the Act UAF would be ¥7.0 percent Table 34 shows annual and for CY 2010 and retrospectively to the irrespective of whether drugs are cumulative allowed and actual 1996/1997 base year in this final rule. included or excluded from allowed and 
We are also finalizing our proposal to expenditures for physicians’ services 

actual expenditures retroactive to the 
remove drugs from the calculation of the from April 1, 1996, through the end of 

base year. Although the magnitude of 
SGR beginning with 2010. the current CY, including the short 

future updates remains uncertain, as the With respect to the many suggestions periods in 1999 when we transitioned to 
following analysis demonstrates, it is we received in the public comments a CY system. As discussed in the CY 
clear that our proposal to remove drugs asking the Secretary and the Congress to 2010 PFS proposed rule (74 FR 33651), 
from allowed expenditures, actual do more to avert the reduction in PFS once the Secretary has revised the level 
expenditures, and the SGR will make a payments for 2010 and future years, all of allowed expenditures during the base 
positive PFS update far more likely. other options suggested in the year (as is authorized under the statute), 
Removing drugs from allowed and comments would require a change to the it is reasonable to carry this revision 

statute. We also received a comment actual expenditures for all years and through into all subsequent years. Thus, 
requesting that we include estimates of from future SGRs reduces the difference Table 34 also reflects recomputed 
the updates from 2010 through 2014 in between cumulative allowed and actual allowed and actual expenditures from 
this final rule. We are providing the expenditures from $71.8 billion to $19.4 the base year and subsequent years to 
2010 update in the final rule, but are not billion or by over $50 billion. Future 

remove the costs associated with 
providing estimates of the updates for PFS updates will only have to be 

physician-administered drugs. 
later years as future updates will vary reduced by $19.4 billion rather than 
depending on the baseline used and will $71.8 billion to equate actual and Table 34 also shows the SGR 
also change as additional information allowed expenditures. The UAF for corresponding with each period. The 
becomes available. 2010 changes from ¥30.9 percent to calculation of the SGR is discussed in 

Our decision to remove drugs from ¥8.8 percent, but is limited to ¥7.0 detail below in this section. 
the allowed and actual expenditures percent under either scenario. If BILLING CODE 4120–01–P 
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Consistent with section 1848(d)(4)(E) Consistent with section 1848(d)(4)(E) of discussed above, in order to effectuate 
of the Act, Table 34 includes our second the Act, we will be making revisions to fully the Secretary’s policy decision to 
revision of allowed expenditures for CY the CY 2009 and CY 2010 SGRs and CY remove drugs from the definition of 
2008, a recalculation of allowed 2009 and CY 2010 allowed ‘‘physicians’ services,’’ we are removing 
expenditures for CY 2009, and our expenditures. Because we have drugs from the calculation of allowed 
initial estimate of allowed expenditures incomplete actual expenditure data for expenditures for CY 2010, CY 2009, CY 
for CY 2010. To determine the UAF for CY 2009, we are using an estimate for 2008, and all prior years. 
CY 2010, the statute requires that we this period. Any difference between 

We are using figures from Table 34 in use allowed and actual expenditures current estimates and final figures will 
the following statutory formula: from April 1, 1996 through December be taken into account in determining the 

31, 2009 and the CY 2010 SGR. UAF for future years. In addition, as 

Target 09 − Actual 09 TargetUAF = × +0 7. 5 4/96−12/09 − Actuaal 4/96−12/09
10 × 0 3. 3

Actual 09 Actual 09 × SGR10

UAF10 = Update Adjustment Factor for Actual09 = Estimated Actual Actual 4/96–12/09 = Estimated Actual 
CY 2010 = ¥8.8 percent Expenditures for CY 2009 = $90.5 Expenditures from 4/1/1996—12/ 

billion 31/2009 = $936.9 billion Target09 = Allowed Expenditures for CY 
Target 2009 = $89.3 billion 4/96–12/09 = Allowed Expenditures SGR = ¥from 4/1/1996–12/31/2009 = $917.5 10 8.8 percent (0.912) 

billion 

$ .89 3− $ .90 5 $ .917 5 − $ .936 9× +0 7. 5 × =0 3. .3 −8 8%
$ .90 5 $ .90 5×0.912

If we had not removed the costs and actual expenditures retrospectively 2010 SGR, the UAF determined using 
associated with physician-administered to the 1996/1997 base year and from the the statutory formula would have been 
drugs from the calculation of allowed calculation of the SGR beginning with ¥30.9 percent. 

$ .93 2 − $100.8 $ .958 0 − $1,029.8× +0 7. 5 × =0 3. 3 − 303 . %9
$ .100 8 $ .100 8×0.930

The increase in the UAF reflects the physician-administered drugs are allowed expenditures, the update is 
reduced discrepancy between actual included in the levels of allowed and increased. 
and target expenditures resulting from actual expenditures, removing these Section 1848(f)(2) of the Act specifies 
removing the costs of physician- costs from our calculation did not that the SGR for a year (beginning with 
administered drugs from our change the physician payment update CY 2001) is equal to the product of the 
calculations. for services furnished on or after following four factors: 

Section 1848(d)(4)(D) of the Act January 1, 2010. (1) The estimated change in fees for 
indicates that the UAF determined physicians’ services; 

VI. Allowed Expenditures for under section 1848(d)(4)(B) of the Act (2) The estimated change in the 
for a year may not be less than ¥ Physicians’ Services and the 0.07 average number of Medicare fee-for- 
or greater than 0.03. Since ¥ Sustainable Growth Rate 0.088 is service beneficiaries; 
less than ¥0.07, the UAF for CY 2010 A. Medicare Sustainable Growth Rate (3) The estimated projected growth in 
will be ¥0.07. Moreover, because real GDP per capita; and 
¥0.088 and ¥0.309 are both less than The SGR is an annual growth rate that (4) The estimated change in 
¥0.07, removing the costs of physician- applies to physicians’ services paid by expenditures due to changes in statute 
administered drugs from our Medicare. The use of the SGR is or regulations. 
calculations did not change the effective intended to control growth in aggregate In general, section 1848(f)(3) of the 
UAF for CY 2010. Medicare expenditures for physicians’ Act requires us to publish SGRs for 3 

Section 1848(d)(4)(A)(ii) of the Act services. Payments for services are not different time periods, no later than 
indicates that 1.0 should be added to the withheld if the percentage increase in November 1 of each year, using the best 
UAF determined under section actual expenditures exceeds the SGR. data available as of September 1 of each 
1848(d)(4)(B) of the Act. Thus, adding Rather, the PFS update, as specified in year. Under section 1848(f)(3)(C)(i) of 

¥0.07 makes the UAF equal to section 1848(d)(4) of the Act, is adjusted the Act, the SGR is estimated and E
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0.93. based on a comparison of allowed subsequently revised twice (beginning 

Section 1848(d) of the Act provides expenditures (determined using the with the FY and CY 2000 SGRs) based 
that the PFS update is equal to the SGR) and actual expenditures. If actual on later data. (The Act also provides for 
product of the MEI and the UAF. expenditures exceed allowed adjustments to be made to the SGRs for 
Because the effective UAF for CY 2010 expenditures, the update is reduced. If FY 1998 and FY 1999. See the February E
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for a discussion of these SGRs). Under the medical and other health services • Services of PAs, certified registered 
section 1848(f)(3)(C)(ii) of the Act, there listed in section 1861(s) of the Act. As nurse anesthetists, certified nurse 
are no further revisions to the SGR once discussed in section VII.C. of this final midwives, clinical psychologists, 
it has been estimated and subsequently rule with comment period, the statute clinical social workers, NPs, and 
revised in each of the 2 years following provides the Secretary with clear certified nurse specialists. 
the preliminary estimate. In this final discretion to decide whether physician- • Screening tests for prostate cancer, 
rule with comment, we are making our administered drugs should be included colorectal cancer, and glaucoma. 
preliminary estimate of the CY 2010 or excluded from the definition of • Screening mammography, 
SGR, a revision to the CY 2009 SGR, and ‘‘physicians’ services.’’ Accordingly, we screening pap smears, and screening 
our final revision to the CY 2008 SGR. are finalizing our proposal to remove pelvic exams. 
Although we are removing drugs from physician-administered drugs from the • Diabetes outpatient self- 
the calculation of allowed and actual definition of ‘‘physicians’ services’’ in management training (DSMT) services. 
expenditures under sections section 1848(f)(4)(A) of the Act for • MNT services. 
1848(d)(3)(C) and 1848(d)(4) of the Act purposes of computing the SGR and the • Diagnostic x-ray tests, diagnostic 
retrospectively to the 1996/1997 base levels of allowed expenditures and laboratory tests, and other diagnostic 
year, we determined that we are only actual expenditures CY 2010 and all tests (including outpatient diagnostic 
authorized to remove drugs from the future years. Furthermore, in order to laboratory tests paid through 
calculation of the SGR beginning with effectuate fully the Secretary’s policy intermediaries). 
2010. Therefore, we will not be decision to remove drugs from the • X-ray, radium, and radioactive 
removing drugs from previous years’ definition of ‘‘physicians’ services,’’ we isotope therapy. 
SGR calculations, and the revisions to are removing physician-administered • Surgical dressings, splints, casts, 
our estimates of the CY 2009 and CY drugs from the calculation of allowed and other devices used for the reduction 
2008 SGRs will be limited to revisions and actual expenditures for all prior of fractures and dislocations. 
to reflect later data available as of years. • Bone mass measurements. September 1, 2009, that were not Thus, for purposes of determining 

• An initial preventive physical available when we published our allowed expenditures, actual 
exam. previous estimates. expenditures for all years, and SGRs for 

• Cardiovascular screening blood CY 2010 and subsequent years, we are B. Physicians’ Services tests. specifying that physicians’ services 
Section 1848(f)(4)(A) of the Act • Diabetes screening tests. include the following medical and other 

defines the scope of physicians’ services health services if bills for the items and • Telehealth services. 
covered by the SGR. The statute services are processed and paid by • Physician work and resources to 
indicates that ‘‘the term physicians’ Medicare carriers (and those paid establish and document the need for a 
services includes other items and through intermediaries where specified) power mobility device. 
services (such as clinical diagnostic or the equivalent services processed by C. Preliminary Estimate of the SGR for 
laboratory tests and radiology services), the Medicare Administrative 2010 
specified by the Secretary, that are Contractors: 
commonly performed or furnished by a • Physicians’ services. Our preliminary estimate of the CY 
physician or in a physician’s office, but • Services and supplies furnished 2010 SGR is ¥8.8 percent. We first 
does not include services furnished to a incident to physicians’ services, except estimated the CY 2010 SGR in March 
Medicare+Choice plan enrollee.’’ for the expenditures for drugs and 2009, and we made the estimate 

We published a definition of biologicals which are not usually self- available to the MedPAC and on our 
physicians’ services for use in the SGR administered by the patient. Web site. Table 35 shows the March 
in the November 1, 2001 Federal • Outpatient physical therapy 2009 estimate and our current estimates 
Register (66 FR 55316). We defined services and outpatient occupational of the factors included in the CY 2010 
physicians’ services to include many of therapy services. SGR. 

TABLE ALCULATION

Statutory factors March estimate Current estimate 

Fees ..................................................................................... 1.2 percent (1.012) .............................................................. 0.9 percent (1.009) 
Enrollment ............................................................................ ¥0.3 percent (0.997) .......................................................... 1.2 percent (1.012) 
Real Per Capita GDP .......................................................... 0.8 percent (1.008) .............................................................. 0.7 percent (1.007) 
Law and Regulation ............................................................. ¥9.7 percent (0.903) .......................................................... ¥11.3 percent (0.887) 

Total .............................................................................. ¥8.2 percent (0.918) .......................................................... ¥8.8 percent (0.912) 

Note: Consistent with section 1848(f)(2) of the Act, the statutory factors are multiplied, not added, to produce the total (that is, 1.009 × 1.012 × 
1.007 × 0.887 = 0.912). A more detailed explanation of each figure is provided in section VIII.F.1 of this preamble. 

D. Revised Sustainable Growth Rate for 
2009 

Our current estimate of the CY 2009 
SGR is 6.1 percent. Table 36 shows our 

preliminary estimate of the CY 2009 
SGR that was published in the CY 2009 
PFS final rule with comment period (73 
FR 69904) and our current estimate. 

35—2010 SGR C  

VerDate Nov<24>2008 18:04 Nov 24, 2009 Jkt 220001 PO 00000 Frm 00229 Fmt 4701 Sfmt 4700 E:\FR\FM\25NOR2.SGM 25NOR2sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 R

U
LE

S



61966 Federal Register / Vol. 74, No. 226 / Wednesday, November 25, 2009 / Rules and Regulations 

TABLE 36—2009 SGR CALCULATION 

Statutory factors Estimate from CY 2009 final rule Current estimate 

Fees ...................................................................................... 2.1 percent (1.021) ............................................................... 1.8 percent (1.018) 
Enrollment ............................................................................ ¥0.2 percent (0.998) ........................................................... ¥0.8 percent (0.992) 
Real Per Capita GDP ........................................................... 1.2 percent (1.012) ............................................................... 0.9 percent (1.009) 
Law and Regulation ............................................................. 4.2 percent (1.042) ............................................................... 4.1 percent (1.041) 

Total .............................................................................. 7.4 percent (1.074) ............................................................... 6.1 percent (1.061) 

A more detailed explanation of each figure is provided in section VIII.F.2 of this preamble. 

E. Final Sustainable Growth Rate for 
2008 

The SGR for 2008 is 4.5 percent. Table 
37 shows our preliminary estimate of 

the 2008 SGR from the CY 2008 PFS 
final rule with comment period (72 FR 
66379), our revised estimate from the 
CY 2009 PFS final rule with comment 

period (73 FR 69904) and the final 
figures determined using the best 
available data as of September 1, 2009. 

TABLE 37—2008 SGR CALCULATION 

Statutory factors Estimate from CY 2008 final rule Estimate from CY 2009 final rule Final 

Fees ..................................................... 1.9 percent (1.019) ............................. 1.4 percent (1.014) ............................. 1.4 percent (1.014). 
Enrollment ............................................ ¥0.7 percent (0.993) .......................... ¥3.2 percent (0.968) .......................... ¥2.0 percent (0.980). 
Real Per Capita GDP ........................... 1.7 percent (1.017) ............................. 1.6 percent (1.016) ............................. 1.6 percent (1.016). 
Law and Regulation ............................. ¥2.9 percent (0.971) .......................... 3.5 percent (1.035) ............................. 3.5 percent (1.035). 

Total .............................................. ¥0.1 percent (0.999) .......................... 3.2 percent (1.032) ............................. 4.5 percent (1.045). 

A more detailed explanation of each Diagnostic laboratory tests are estimated 
figure is provided in section VIII.F.3. of to represent approximately 9.2 percent 
this final rule. of Medicare allowed charges included 

in the SGR for CY 2010. Medicare F. Calculation of 2010, 2009, and 2008 
payments for these tests are updated by Sustainable Growth Rates 
the Consumer Price Index for Urban 

1. Detail on the CY 2010 SGR Areas (CPI–U), which is ¥1.4 percent 
All of the figures used to determine for CY 2010. However, section 145 of 

the CY 2010 SGR are estimates that will the MIPPA reduces the update applied 
be revised based on subsequent data. to clinical laboratory tests by 0.5 percent 
Any differences between these estimates for CY 2009 through CY 2013. 
and the actual measurement of these Therefore, for CY 2010, diagnostic 
figures will be included in future laboratory tests will receive an update of 
revisions of the SGR and allowed ¥1.9 percent. As noted in Section VII.C. 
expenditures and incorporated into of this final rule with comment period, 
subsequent PFS updates. we are finalizing our proposal to remove 

• Factor 1—Changes in Fees for physician-administered drugs from the 
Physicians’ Services (Before Applying allowed charges included in the SGR in 
Legislative Adjustments) for CY 2010 CY 2010 and in all future years. 

This factor is calculated as a Therefore, drugs represent 0.0 percent of 
weighted-average of the CY 2010 Medicare allowed charges included in 
changes in fees for the different types of the SGR in CY 2010. 
services included in the definition of Table 38 shows the weighted-average 
physicians’ services for the SGR. of the MEI and laboratory price changes Medical and other health services paid for CY 2010. using the PFS are estimated to account 
for approximately 90.8 percent of total 
allowed charges included in the SGR in 
CY 2010 and are updated using the MEI. 
The MEI for CY 2010 is 1.2 percent. 

TABLE 38—WEIGHTED-AVERAGE OF 
THE MEI AND LABORATORY PRICE 
CHANGES FOR CY 2010 

Weight Update 

Physician ...................... 0.908 1.2
Laboratory ..................... 0.092 ¥1.9 
Weighted-average ........ 1.000 0.9

We estimate that the weighted-average 
increase in fees for physicians’ services 
in CY 2010 under the SGR (before 
applying any legislative adjustments) 
will be 0.9 percent. 

• Factor 2—The Percentage Change 
in the Average Number of Part B 
Enrollees from CY 2009 to CY 2010 

This factor is our estimate of the 
percent change in the average number of 
fee-for-service enrollees from CY 2009 
to CY 2010. Services provided to 
Medicare Advantage (MA) plan 
enrollees are outside the scope of the 
SGR and are excluded from this 
estimate. We estimate that the average 
number of Medicare Part B fee-for- 
service enrollees will increase by 1.2 
percent from CY 2009 to CY 2010. Table 
39 illustrates how this figure was 
determined. 

 

 

TABLE 39—AVERAGE NUMBER OF MEDICARE PART B FEE-FOR-SERVICE ENROLLEES FROM CY 2009 TO CY 2010 
[Excluding beneficiaries enrolled in MA plans] 

2009 2010

Overall ........................................................................................ 42.431 million ............................................................................ 43.164 million. 
Medicare Advantage (MA) ......................................................... 10.926 million ............................................................................ 11.271 million. 
Net ............................................................................................. 31.506 million ............................................................................ 31.893 million. 
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TABLE 39—AVERAGE NUMBER OF MEDICARE PART B FEE-FOR-SERVICE ENROLLEES FROM CY 2009 TO CY 2010— 
Continued 

[Excluding beneficiaries enrolled in MA plans] 

2009 2010

Percent Increase ................................................................ ............................................................................................... 1.2 percent. 

 

An important factor affecting fee-for- the physician update, e-prescribing 
service enrollment is beneficiary bonuses, the expiration of the work 
enrollment in MA plans. Because it is GPCI floor, and the expiration of 
difficult to estimate the size of the MA payment provisions related to certain 
enrollee population before the start of a pathology services. 
CY, at this time we do not know how 2. Detail on the 2009 SGR actual enrollment in MA plans will 
compare to current estimates. For this A more detailed discussion of our 
reason, the estimate may change revised estimates of the four elements of 
substantially as actual Medicare fee-for- the 2009 SGR follows. 
service enrollment for CY 2010 becomes • Factor 1—Changes in Fees for 
known. Physicians’ Services (Before Applying 

• Factor 3—Estimated Real Gross Legislative Adjustments) for 2009 
Domestic Product Per Capita Growth in This factor was calculated as a 
2010 weighted-average of the 2009 changes in

We estimate that the growth in real fees that apply for the different types of 
GDP per capita from CY 2009 to CY services included in the definition of 
2010 will be 0.7 percent (based on the physicians’ services for the SGR in 
10-year average GDP over the 10 years 2009. 
of 2001 through 2010). Our past We estimate that services paid using 
experience indicates that there have also the PFS account for approximately 82.4 
been changes in estimates of real per percent of total allowed charges 
capita GDP growth made before the year included in the SGR in CY 2009. These 
begins and the actual change in GDP services were updated using the CY 
computed after the year is complete. 2009 MEI of 1.6 percent. We estimate 
Thus, it is possible that this figure will that diagnostic laboratory tests represent
change as actual information on approximately 8.0 percent of total 
economic performance becomes allowed charges included in the SGR in 
available to us in 2010. CY 2009. Medicare payments for these 

• Factor 4—Percentage Change in tests are updated by the CPI–U, which 
Expenditures for Physicians’ Services is 5.0 percent for CY 2009. However, 
Resulting From Changes in Statute or section 145 of the MIPPA reduces the 
Regulations in CY 2010 Compared With update applied to clinical laboratory 
CY 2009 tests by 0.5 percent for CY 2009 through 

The statutory and regulatory CY 2013. Therefore, for CY 2009, 
provisions that will affect expenditures diagnostic laboratory tests will receive 
in CY 2010 relative to CY 2009 are an update of 4.5 percent. We estimate 
estimated to have an impact on that drugs represent 9.7 percent of 
expenditures of ¥11.3 percent. These Medicare-allowed charges included in 
include the MIPPA provisions regarding the SGR in CY 2009. We estimate a 

 

 

weighted-average change in fees for 
drugs included in the SGR (using the 
ASP+6 percent pricing method) of 1.6 
percent for CY 2009. 

Table 40 shows the weighted- 
average of the MEI, laboratory, and drug 
price changes for CY 2009. 

TABLE 40—WEIGHTED-AVERAGE OF 
THE MEI, LABORATORY, AND DRUG 
PRICE CHANGES FOR CY 2009 

Weight Update 

Physician ...................... 0.824 1.6
Laboratory ..................... 0.080 4.5
Drugs ............................ 0.097 1.6
Weighted-average ........ 1.000 1.8

 
 
 
 

After considering the elements 
described in Table 40, we estimate that 
the weighted-average increase in fees for 
physicians’ services in 2009 under the 
SGR (before applying any legislative 
adjustments) will be 1.8 percent. Our 
estimate of this factor in the CY 2009 
PFS final rule with comment period was 
2.1 percent (73 FR 69905). The decrease 
in the estimate is due to the availability 
of some actual data. 

• Factor 2—The Percentage Change 
in the Average Number of Part B 
Enrollees from CY 2008 to CY 2009 

We estimate that the average number 
of Medicare Part B fee-for-service 
enrollees (excluding beneficiaries 
enrolled in Medicare Advantage plans) 
decreased by 0.8 percent in CY 2009. 
Table 41 illustrates how we determined 
this figure. 

TABLE 41—AVERAGE NUMBER OF MEDICARE PART B FEE-FOR-SERVICE ENROLLEES FROM CY 2008 TO CY 2009 
[Excluding beneficiaries enrolled in MA plans] 

2008 2009

Overall ........................................................................................ 41.747 million ........................................................................... 42.431 million. 
Medicare Advantage (MA) ......................................................... 9.999 million ............................................................................. 10.926 million. 
Net ............................................................................................. 31.748 million ........................................................................... 31.506 million. 

Percent Increase ................................................................ ................................................................................................... ¥ 0.8 percent. 
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Our estimate of the ¥ 0.8 percent period (73 FR 69905). While our current information on CY 2009 fee-for-service 
change in the number of fee-for-service projection based on data from 8 months enrollment. 
enrollees, net of Medicare Advantage of 2009 differs from our original • Factor 3—Estimated Real Gross 
enrollment for CY 2009 compared to CY estimate of ¥ 0.2 percent when we had Domestic Product Per Capita Growth in 
2008, is a larger change than our no actual data, it is still possible that CY 2009 
original estimate of ¥ 0.2 percent in the our final estimate of this figure will be We estimate that the growth in real 
CY 2009 PFS final rule with comment different once we have complete GDP per capita will be 0.9 percent for 
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CY 2009 (based on the 10-year average 3. Detail on the CY 2008 SGR 
GDP over the 10 years of CY 2000 A more detailed discussion of our 
through CY 2009). Our past experience final revised estimates of the four 
indicates that there have also been elements of the CY 2008 SGR follows. 
differences between our estimates of • Factor 1—Changes in Fees for 
real per capita GDP growth made prior Physicians’ Services (Before Applying 
to the year’s end and the actual change Legislative Adjustments) for 2008 
in this factor. Thus, it is possible that This factor was calculated as a 
this figure will change further as weighted-average of the CY 2008 
complete actual information on CY 2009 changes in fees that apply for the 
economic performance becomes different types of services included in 
available to us in 2010. the definition of physicians’ services for 

TABLE 42—WEIGHTED-AVERAGE OF 
THE MEI, LABORATORY, AND DRUG 
PRICE CHANGES FOR CY 2008 

Weight Update 

Physician ...................... 0.827 1.8
Laboratory ..................... 0.077 0.0
Drugs ............................ 0.097 ¥ 0.7 
Weighted-average ........ 1.000 1.4• Factor 4—Percentage Change in the SGR in 2008. 

Services paid using the PFS Expenditures for Physicians’ Services 
accounted for approximately 82.7 Resulting From Changes in Statute or 
percent of total Medicare-allowed Regulations in CY 2009 Compared With 
charges included in the SGR for CY CY 2008 
2008 and are updated using the MEI. 

The statutory and regulatory The MEI for CY 2008 was 1.8 percent. 
provisions that will affect expenditures Diagnostic laboratory tests represented 
in CY 2009 relative to CY 2008 are approximately 7.7 percent of total CY 
estimated to have an impact on 2008 Medicare allowed charges 
expenditures of 4.1 percent. These included in the SGR and are updated by 
include the DRA provision reducing the CPI–U. However, section 628 of the 
payments for imaging services, the MMA specifies that diagnostic 
MMSEA provision regarding the PQRI laboratory tests will receive an update of 
bonuses payable in 2009, and the 0.0 percent from CY 2004 through CY 
MIPPA provisions regarding the change 2008. Drugs represented approximately 
in cost sharing for mental health 9.7 percent of total Medicare-allowed 
services, the physician update, and the charges included in the SGR for CY 
change in application of BN to the CF. 2008. We estimate a weighted-average 

change in fees for drugs included in the 
SGR of ¥ 0.7 percent for 2007. Table 42 

shows the weighted-average of the MEI, 
laboratory, and drug price changes for 
CY 2008. 

 
 

 

After considering the elements 
described in Table 42, we estimate that 
the weighted-average increase in fees for 
physicians’ services in CY 2008 under 
the SGR (before applying any legislative 
adjustments) was 1.4 percent. This 
figure is a final one based on complete 
data for CY 2008. 

• Factor 2—The Percentage Change 
in the Average Number of Part B 
Enrollees from CY 2008 to CY 2007 

We estimate the decrease in the 
number of fee-for-service enrollees 
(excluding beneficiaries enrolled in MA 
plans) from CY 2007 to CY 2008 was 
¥ 2.0 percent. Our calculation of this 
factor is based on complete data from 
CY 2008. Table 43 illustrates the 
calculation of this factor. 

TABLE 43—AVERAGE NUMBER OF MEDICARE PART B FROM CY 2007 TO CY 2008 
[Excluding beneficiaries enrolled in MA plans] 

2007 2008

Overall ........................................................................................ 41.055 million ............................................................................ 41.747 million. 
Medicare Advantage (MA) ......................................................... 8.661 million .............................................................................. 9.999 million. 
Net ............................................................................................. 32.394 million ............................................................................ 31.748 million. 

Percent Increase ................................................................ .................................................................................................... ¥ 2.0 percent. 

 

• Factor 3—Estimated Real Gross the MIPPA provisions regarding the which is calculated as specified under 
Domestic Product Per Capita Growth in physician update and bonus payments section 1848(d)(4)(B) of the Act. 
2008 for mental health services. However, Section 101 of the MIEA– 

We estimate that the growth in real TRHCA provided a 1-year increase in VII. Anesthesia and Physician Fee per capita GDP was 1.6 percent in 2008 the CY 2007 CF and specified that the Schedule Conversion Factors for CY (based on the 10-year average GDP over CF for CY 2008 must be computed as if 2010 the 10 years of CY 1999 through CY the 1-year increase had never applied. 
2008). This figure is a final one based on The CY 2010 PFS CF is $28.4061. The Section 101 of the MMSEA provided a 
complete data for CY 2008. CY 2010 national average anesthesia CF 6-month increase in the CY 2008 CF, 

• Factor 4—Percentage Change in is $16.6191. from January 1, 2008, through June 30, 
Expenditures for Physicians’ Services A. Physician Fee Schedule Conversion 2008, and specified that the CF for the 
Resulting From Changes in Statute or Factor remaining portion of 2008 and the CFs 
Regulations in CY 2008 Compared With for CY 2009 and subsequent years must 
CY 2007 The PFS CF for a year is calculated in be computed as if the 6-month increase 

Our final estimate for the net impact accordance with section 1848(d)(1)(A) had never applied. Section 131 of the on expenditures from the statutory and of the Act by multiplying the previous 
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S MIPPA extended the increase in the CY regulatory provisions that affect year’s CF by the PFS update. The 

2008 CF that applied during the first expenditures in CY 2008 relative to CY formula for calculating the PFS update 
half of the year to the entire year, 2007 is 3.5 percent. These include the is set forth in section 1848(d)(4)(A) of 
provided for a 1.1 percent increase to DRA provision reducing payments for the Act. In general, the PFS update is 
the CY 2009 CF, and specified that the imaging services, the MIEA TRHCA determined by multiplying the CF for 

provisions regarding the 2007 PQRI the previous year by the percentage CFs for CY 2010 and subsequent years 
reporting bonuses payable in 2008, and increase in the MEI times the UAF, must be computed as if the increases for 
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CYs 2007, 2008, and 2009 had never RVUs may not cause the amount of physician expenditures of more than 
applied. expenditures for the year to differ more $20 million. Therefore, we are 

In order to determine the 2010 PFS CF than $20 million from what would have increasing the CF by 1.00103 to offset 
update, the CFs for 2007, 2008, and been in the absence of these changes. If this estimated decrease in Medicare 
2009 must be calculated as if the various this threshold is exceeded, we must physician expenditures due to the CY 
legislative changes to the CFs for those make adjustments to preserve BN. We 2010 RVU changes. 
years had not occurred. estimate that CY 2010 RVU changes We illustrate the calculation of the CY Section 1848(c)(2)(B)(ii)(II) of the Act would result in a decrease in Medicare requires that increases or decreases in 2010 PFS CF in Table 44. 

Payment for services under the PFS As explained above, section 101 of the In order to determine the 2010 PFS CF 
will be calculated as follows: MIEA–TRHCA provided a 1-year update, the CFs for 2007, 2008, and 
Payment = [(RVU work × GPCI work) + increase in the CY 2007 CF and 2009 must be calculated as if the various 

(RVU PE × GPCI PE) + (RVU specified that the CF for CY 2008 must legislative changes to the CFs for those 
malpractice × GPCI malpractice)] × be computed as if the 1-year increase years had not occurred. Also, section 
CF. had never applied. Section 101 of the 133(b) of the MIPPA provided for the 

MMSEA provided a 6-month increase in application of the 2007–2008 5-Year 
B. Anesthesia Conversion Factor the CY 2008 CF, from January 1, 2008, work review BN adjuster to the CF for 

We calculate the anesthesia CF as through June 30, 2008, and specified years beginning with 2009. To make this 
indicated in Table 45. Anesthesia that the CF for the remaining portion of change for the anesthesia CF, we 
services do not have RVUs like other 2008 and the CFs for CY 2009 and recalculated the adjustments to the 
PFS services. Therefore, we account for subsequent years must be computed as anesthesia CF for CY 2007 and CY 2008 
any necessay RVU adjustments through if the 6-month increase had never by removing the BN adjuster for work 
an adjustment tothe anesthesia CF to applied. Section 131 of the MIPPA which had been applied to calculate the 
simulate changes to RVUs. More extended the increase in the CY 2008 CF CF for each of these years. (See the CY 
specifically, if there is an adjustment to from the first half of the year to the 2009 PFS final rule with comment 
thework, PE, or malpractice RVUs, these entire year, provided for a 1.1 percent period (73 FR 69909) for more 
adjustments are applied to the increase to the CY 2009 CF, and information on this calculation.) Table 
respective shares of the anesthesia CF as specified that the CFs for CY 2010 and 45 also includes the CY 2010 
these shares are proxies for the work, subsequent years must be computed as adjustment to the anesthesia CF due to 
PE, and malpractice RVUs for anesthesia if the increases for CYs 2007, 2008, and changes in CY 2010 payment polices for 
services. 2009 had never applied. PE and malpractice RVUs. 
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VIII. Telehealth Originating Site 2002, at $20. For telehealth services Therefore, for CY 2010, the payment 
Facility Fee Payment Amount Update provided on or after January 1 of each amount for HCPCS code Q3014, 

subsequent calendar year, the telehealth Telehealth originating site facility fee, is 
Section 1834(m) of the Act establishes originating site facility fee is increased 80 percent of the lesser of the actual 

the payment amount for the Medicare by the percentage increase in the MEI as charge or $24.00. The Medicare 
telehealth originating site facility fee for defined in section 1842(i)(3) of the Act. telehealth originating site facility fee 
telehealth services provided from The MEI increase for 2010 is 1.2 and MEI increase by the applicable time 
October 1, 2001, through December 31 percent. period is shown in Table 46. 

IX. Provisions of the Final Rule except as noted elsewhere in the X. Waiver of Proposed Rulemaking and 
preamble. Delay in Effective Date 

The provisions of this final rule with 
comment period restate the provisions We ordinarily publish a notice of 
of the CY 2010 PFS proposed rule, proposed rulemaking in the Federal E
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the proposed rule. The notice of If we did not assign RVUs to new codes cause to waive notice and comment 
proposed rulemaking includes a on an interim basis, the alternative procedures with respect to the 
reference to the legal authority under would be to either not pay for these misvalued codes identified in Table 5, 
which the rule is proposed, and the services during the initial CY or have and to revise RVUs for these codes on 
terms and substance of the proposed each carrier establish a payment rate for an interim final basis. We are providing 
rule or a description of the subjects and these new codes. We believe both of a 60-day public comment period. 
issues involved. This procedure can be these alternatives are contrary to the We ordinarily provide a 60-day delay 
waived, however, if an agency finds public interest, particularly since the in the effective date of the provisions of 
good cause that a notice-and-comment RUC process allows for an assessment of a rule in accordance with the procedure is impracticable, the valuation of these services by the Administrative Procedure Act (APA) (5 unnecessary, or contrary to the public medical community prior to our U.S.C. 553(d)), which requires a 30-day interest and incorporates a statement of establishing payment for these codes on delayed effective date, and the the finding and its reasons in the rule an interim basis. Therefore, we believe 

Congressional Review Act (5 U.S.C. issued. it would be contrary to the public 
801(a)(3)), which requires a 60-day We utilize HCPCS codes for Medicare interest to delay establishment of fee 
delayed effective date for major rules. payment purposes. The HCPCS is a schedule payment amounts for these 
However, we can waive the delay in the national drug coding system comprised codes. 
effective date if the Secretary finds, for of Level I (CPT) codes and Level II For the reasons outlined above in this 
good cause, that the delay is (HCPCS National Codes) that are section, we find good cause to waive the 

intended to provide uniformity to notice of proposed rulemaking for the impracticable, unnecessary, or contrary 
coding procedures, services, and interim RVUs for selected procedure to the public interest, and incorporates 
supplies across all types of medical codes identified in Addendum C and to a statement of the finding and the 
providers and suppliers. Level I (CPT) establish RVUs for these codes on an reasons in the rule issued (5 U.S.C. 
codes are copyrighted by the AMA and interim final basis. We are providing a 553(d)(3); 5 U.S.C. 808(2)). 
consist of several categories, including 60-day public comment period. In section II. G. 6 of this final rule 
Category I codes which are 5-digit Section II.F. of this final rule with with comment period, we are finalizing 
numeric codes, and Category III codes comment period discusses the our proposed criteria for designating 
which are temporary codes to track identification and review of potentially organizations to accredit suppliers 
emerging technology, services, and misvalued codes by a workgroup of the furnishing the TC of advanced 
procedures. AMA RUC, as well as our review and diagnostic imaging services as specified 

The AMA issues an annual update of decisions regarding the AMA RUC in section 1834(e) of the Act. We also 
the CPT code set each Fall, with January workgroup’s recommendations. Similar discuss our expectation to publish a 
1 as the effective date for implementing to the AMA RUC recommendations for notice the same day that this final rule 
the updated CPT codes. The HCPCS, new and revised codes discussed above, is issued to solicit applications from 
including both Level I and Level II due to the timing of the AMA RUC entities for the purpose of becoming a 
codes, is similarly updated annually on workgroup’s recommendations for the designated accreditation organization. 
a CY basis. Annual coding changes are potentially misvalued codes, it was We note that section 1834(e) of the Act 
not available to the public until the Fall impracticable for CMS to solicit public requires us to designate organizations to 
immediately preceding the annual comment regarding specific proposals accredit suppliers furnishing the TC of 
January update of the PFS. Because of for revision prior to this final rule with advanced diagnostic imaging services by 
the timing of the release of these new comment period. We believe it is in the January 1, 2010. Given the statutory 
codes, it is impracticable for CMS to public interest to implement the revised deadline to designate organizations and 
provide prior notice and solicit RVUs for the codes that were identified the timing of the publication of this 
comment on these codes and the RVUs as misvalued, and that have been final rule with comment period, we assigned to them in advance of reviewed and re-evaluated by the AMA believe it is impracticable to delay the publication of the final rule that RUC workgroup, on an interim final effective date of these criteria for implements the PFS. Yet, it is basis for CY 2010. The revisions of designating organizations to accredit imperative that these coding changes be RVUs for these codes will establish a suppliers furnishing the TC of advanced accounted for and recognized timely more appropriate payment that better diagnostic imaging services. Therefore, under the PFS for payment because corresponds to the relative resources we believe that we have good cause for services represented by these codes will associated with furnishing these 

making the imaging accreditation be provided to Medicare beneficiaries services. A delay in implementing 
provisions effective upon publication. by physicians during the CY in which revised values for these misvalued 

they become effective. Moreover, codes would not only perpetuate the XI. Collection of Information 
regulations implementing HIPAA (42 known misvaluation for these services, Requirements 
CFR parts 160 and 162) require that the it would also perpetuate a distortion in 
HCPCS be used to report health care the payment for other services under the Under the Paperwork Reduction Act 
services, including services paid under PFS. Implementing the changes now of 1995, we are required to provide 60- 
the PFS. We also assign interim RVUs allows for a more equitable distribution day notice in the Federal Register and 
to any new codes based on a review of of payments across all PFS services. We solicit public comment before a 
the RUC recommendations for valuing believe a delay in implementation of collection of information requirement is 
these services. By reviewing these RUC these revisions would be contrary to the submitted to the Office of Management 
recommendations for the new codes, we public interest, particularly since the and Budget (OMB) for review and 
are able to assign RVUs to services AMA RUC process allows for an approval. In order to fairly evaluate 
based on input from the medical assessment of the valuation of these whether an information collection 
community and to establish payment for services by the medical community should be approved by OMB, section 
them, on an interim basis, that prior to the AMA RUC’s 3506(c)(2)(A) of the Paperwork 
corresponds to the relative resources recommendation to CMS. For the Reduction Act of 1995 requires that we 
associated with furnishing the services. reasons described above, we find good solicit comment on the following issues: 

VerDate Nov<24>2008 18:04 Nov 24, 2009 Jkt 220001 PO 00000 Frm 00235 Fmt 4701 Sfmt 4700 E:\FR\FM\25NOR2.SGM 25NOR2sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 R

U
LE

S



61972 Federal Register / Vol. 74, No. 226 / Wednesday, November 25, 2009 / Rules and Regulations 

• The need for the information kidney disease education (KDE) sessions assessments, outcome assessments, and 
collection and its usefulness in carrying prescribed by the referring physician. individualized treatment plans are 
out the proper functions of our agency. The assessments will be made available routine tools used in cardiac 

• The accuracy of our estimate of the to CMS upon request. rehabilitation programs. As stated 
information collection burden. The burden associated with these earlier in the preamble of this final rule 

• The quality, utility, and clarity of requirements is the time and effort with comment period, intensive cardiac 
the information to be collected. necessary to conduct an outcomes rehabilitation programs typically 

• Recommendations to minimize the assessment, maintain record of the involve the same elements as general 
information collection burden on the assessment, and to make the cardiac rehabilitation programs, but are 
affected public, including automated documentation available to CMS upon furnished in highly structured 
collection techniques. request. At this time, we are not able to environments in which sessions of the 

We are soliciting public comment on accurately quantify the burden because various components may be combined 
each of these issues for the following we cannot estimate the number of for longer periods of cardiac 
sections of this document that contain entities that must comply with these rehabilitation and also may be more 
information collection requirements requirements. Additionally, we are rigorous. The ICRs and associated 
(ICRs): trying to determine if the use and burden are generally recognized as an 

maintenance of outcome assessments in industry standard as part of usual and A. ICRs Regarding Pulmonary KDE services is a standard industry customary business practices. Rehabilitation Program: Conditions for business practice. Our preliminary Section 410.49(c)(1) states that to be Coverage (§ 410.47) research gathered during a CMS Open approved as an intensive cardiac 
Section 410.47(c) lists the Door Forum held on November 6, 2008 rehabilitation program, a program in an 

components of a pulmonary and a stakeholders meeting hosted by approved setting must be approved 
rehabilitation program. Specifically, the Agency for Healthcare Research and through the national coverage 
§ 410.47(c)(3) through (c)(5) discuss Quality (AHRQ) on December 16, 2008 determination (NCD) process which 
psychosocial assessments, outcome indicates that outcome assessments are may be generated internally by CMS or 
assessments and individualized used by most but not all of the entities requested by a non-CMS entity. To be 
treatment plans, respectively, and the bound by the requirements in § 410.48. approved as an intensive cardiac 
role of these tools in pulmonary We solicited comments pertaining to rehabilitation program, the program 
rehabilitation programs. The burden this issue in the proposed rule that must demonstrate through peer- 
associated with meeting the published July 13, 2009 (74 FR 33520); reviewed, published research that it 
requirements for conducting however, we did not receive any accomplishes one or more of the 
psychosocial assessments, outcome information to assist us in accurately requirements listed in § 410.49(c)(1)(i) 
assessments, and individualized quantifying the number of entities that through (iii), as well as statistically 
treatment plans is the time and effort must comply with this requirement. We significant reductions in 5 or more of 
necessary for providers to document the will continue to evaluate the issue. If we the measures listed in § 410.49(c)(2)(i) 
necessary information in the patient find that the number of affected entities through (vi). As described in 
record. While these requirements are approaches the threshold of 10 as § 410.49(c)(4), all prospective intensive 
subject the PRA, we believe the specified in 5 CFR 1320.3(c)(4), we will cardiac rehabilitation sites must apply 
associated burden is exempt as stated submit an information collection to enroll as an intensive cardiac 
under 5 CFR 1320.3(b)(2). Psychosocial request to OMB for review and rehabilitation program site using the 
assessments, outcome assessments and approval. designated forms as specified at 
individualized treatment plans are § 424.510. C. ICRs Regarding Cardiac 
routine tools used in pulmonary The burden associated with the 

Rehabilitation Program and Intensive 
rehabilitation programs and the practice requirements in § 410.49(c) is the time 

Cardiac Rehabilitation Program: 
of using these tools is generally and effort necessary for a program to 

Conditions of Coverage (§ 410.49) 
recognized as an industry standard as demonstrate through peer-reviewed, 

Section 410.49(b)(2) lists the required part of usual and customary business published research that it accomplishes 
components of a cardiac rehabilitation practices. one or more of the requirements listed 
program. Four of the five required in § 410.49(c)(1)(i) through (iii), as well 

B. ICRs Regarding Kidney Disease components, including cardiac risk as statistically significant reductions in 
Education Services (§ 410.48) factor modification, psychosocial 5 or more of the measures listed in 

Section 410.48(f) states qualified assessments, outcomes assessments and § 410.49(c)(2)(i) through (vi) and the 
persons will develop outcomes individualized treatment plans, impose time and effort necessary for intensive 
assessments designed to: information collection burdens. The cardiac rehabilitation sites to apply to 

• Measure beneficiary knowledge burden associated with these enroll using the designated forms as 
about chronic kidney disease (CKD) and requirements is the time and effort specified at 424.510. At this time, we 
its treatment; necessary to providers to customize are not able to accurately quantify the 

• Assess program effectiveness of each patient’s cardiac risk modification burden because we cannot estimate the 
preparing the beneficiary to make program. Additionally, there is burden number of entities that will seek 
informed decisions about their associated with conducting approval as intensive cardiac 
healthcare options related to CKD; and psychosocial assessments and outcome rehabilitation programs. We solicited 

• Assess program effectiveness in assessments and drafting individualized comments pertaining to this issue in the 
meeting the communication needs of treatment plans. Although section CY 2010 PFS proposed rule (74 FR 
underserved populations, including 144(a) of the MIPPA sets forth these 33520); however, we did not receive any 
persons with disabilities, persons with information collection requirements, we information to assist us in accurately 
limited English proficiency, and persons believe the associated information quantifying the number of entities that 
with health literacy needs. collection burden is exempt as stated must comply with this requirement. We 

The assessment will be administered under 5 CFR 1320.3(b)(2). Performing will continue to evaluate the issue. If we 
to the beneficiary during one of the cardiac risk modification, psychosocial find that the number of affected entities 
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approaches the threshold of 10 as results of a CMS-approved accreditation competitively bid item from that 
specified in 5 CFR 1320.3(c)(4), we will organization’s survey of a supplier, or supplier. The 30-day notification to the 
submit an information collection observe a CMS-approved accreditation beneficiary must meet the requirements 
request to OMB for review and organization’s onsite survey of a as listed in § 414.408(j)(5)(i)(A) through 
approval. supplier, in order to validate the CMS- (G). 

approved accreditation organizations Subsequent to the initial 30-day 
D. ICRs Regarding Imaging accreditation process. The burden notice to the beneficiary, as required by 
Accreditation (§ 414.68) associated with this requirement is the § 414.408(j)(5)(ii), suppliers must also 

Section 414.68(b) contains the time and effort necessary for an obtain and maintain a record of the 
application and reapplication accrediting organization to comply with beneficiary’s election choice, the date 
procedures for accreditation the components of the validation audit. the choice was made, and the manner 
organizations. Specifically, an While this requirement is subject to the through which the beneficiary 
independent accreditation organization PRA, we believe the associated burden communicated his or her choice. 
applying for approval or reapproval of is exempt as stated in 5 CFR Additionally, § 414.408(j)(5)(iii) states 
authority to survey suppliers for 1320.3(h)(6). The burden associated that if a beneficiary chooses not to 
purposes of accrediting suppliers with a request for facts addressed to a continue to receive a grandfathered 
furnishing the technical component single person, as defined in 5 CFR item(s) from his or her current supplier, 
(TC) of advanced diagnostic imaging 1320.3(j), is not subject to the PRA. the supplier must provide the 
services must furnish CMS with all of As stated in § 414.68(e)(1), an beneficiary with two more notices prior 
the information listed in § 414.68(b)(1) accreditation organization dissatisfied to the supplier picking up its 
through (14). The requirements include with a determination that its equipment. The supplier must provide a 
but are not limited to reporting, accreditation requirements do not 10-day notification and a 2-day 
notification, documentation, and survey provide or do not continue to provide notification. These notification 
requirements. reasonable assurance that the suppliers requirements must meet the criteria 

The burden associated with the accredited by the organization meet the listed in § 414.408(j)(5)(iii)(A) though 
collection requirements in § 414.68(b) is applicable quality standards is entitled (C). 
the time and effort necessary to develop, to a reconsideration. CMS reconsiders Section § 414.408(j)(5)(iv) requires 
compile and submit the information any determination to deny, remove, or suppliers that elect to become 
listed in § 414.68(b)(1) through (14). We not to renew the approval of deeming grandfathered suppliers to provide a 
believe that 3 entities will choose to authority to an accreditation written notification to CMS of its 
comply with these requirements. We organization if the accrediting election decision. The notification must 
estimate that it will take each of the 3 organization files a written request for meet the requirements as specified in 
entities, 80 hours to submit a complete reconsideration by our authorized § 414.408(j)(5)(iv)(A) through (D). 
application for approval or reapproval officials or through its legal The burden associated with the 
authority to become an accrediting representative. The written request must information collection requirements 
organization approved by CMS. be filed within 30 calendar days of the contained in § 414.408(j)(5) is the time 

Section 414.68(c) contains the receipt of CMS’ notice of an adverse and effort necessary for a noncontract 
information collection requirements determination or nonrenewal. In supplier to make the aforementioned 
pertaining to CMS approved accrediting addition, the request must also specify notifications to both beneficiaries and 
organizations. An accrediting the findings or issues with which the CMS. We estimate that 1,305 suppliers 
organization approved by CMS must accreditation organization disagrees and will elect to become grandfathered 
undertake all of the activities listed in the reasons for the disagreement. suppliers. Similarly, we estimate that 
§ 414.68(c)(1) through (6). The burden The burden associated with this each grandfathered supplier will need to 
associated with the collection requirement is the time and effort make an average of 53 notifications 
requirements in § 414.68(c) is the time necessary for an accrediting based on an average of 52 beneficiaries 
and effort necessary to develop, compile organization to develop and file a per supplier and one notice to CMS. We 
and submit the information listed in written request for reconsideration. estimate that it will take 2 hours to 
§ 414.68(c)(1) through (6). We believe While this requirement is subject to the develop the notification to the 
that 3 entities will choose to comply PRA, the associated burden is exempt beneficiary and 2 hours to develop the 
with these requirements. We estimate under 5 CFR 1320.4. The information in notification to CMS. Similarly, we 
that it will take each of the 3 entities, question is being collected as a result of estimate that each notification will take 
80 hours to submit the required an administrative action; accrediting 15 minutes to send. The total estimated 
information on an ongoing basis. organizations are submitting requests for burden associated with each of the 1305 

For the aforementioned requirements reconsideration after receiving a notice suppliers complying with the 
in § 414.68(b) and § 414.68(c), we are of an adverse determination or requirements in § 414.408(j)(5) is 17.25 
aware that the potential respondent nonrenewal. hours per supplier for a total of 22,511 
universe is greater than 10 entities; hours. 

E. ICRs Regarding Payment Rules however, at this time, there are only Section 414.408(j)(6) contains the 
(§ 414.408) three entities committed to the program. information collection requirements 

If the number of respondents Section 414.408(j)(5) contains the pertaining to suppliers that choose not 
approaches the threshold of 10 or more notification requirements for suppliers to become grandfathered suppliers. A 
persons as defined in 5 CFR electing to become grandfathered noncontract supplier that elects not to 
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S 1320.3(c)(4), we will develop and suppliers. Specifically, § 414.408(j)(5)(i) become a grandfathered supplier is 
submit an information collection states that a noncontract supplier that required to pick up the item it is 
request to OMB for review and elects to become a grandfathered currently renting to the beneficiary from 
approval. supplier must provide a 30-day written the beneficiary’s home after proper 

Section 414.68(d)(1) states that CMS notification to each Medicare notification. Proper notification 
or our contractor may conduct an audit beneficiary that resides in a competitive includes a 30-day, a 10-day, and a 2-day 
of an accredited supplier, examine the bidding area and is currently renting a notice of the supplier’s decision not to 
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become a grandfathered supplier to its time process that will only impact those (ii) A listing of all the evidentiary 
Medicare beneficiaries who are suppliers who were awarded a contract materials reviewed or considered by the 
currently renting certain DME and were potentially damaged by the compendium pursuant to the request. 
competitively bid item(s) and who termination of their contracts by MIPPA. (iii) A listing of all individuals who 
reside in a CBA. These notifications We awarded contracts to 329 suppliers. have substantively participated in the 
must meet all of the requirements listed We expect that it will take review or disposition of the request. 
in § 414.408(j)(5)(i) and (ii) for the 30- approximately 3 hours for a supplier to (iv) Minutes and voting records of 
day, 10-day and 2-day notices that must gather the necessary documents and to meetings for the review and disposition 
be sent by suppliers who decide to be file a claim. We anticipate that of the request. 
grandfathered suppliers. However, there anywhere between 5 and 250 suppliers The definition for a publicly 
are exceptions regarding the 30-day may submit a claim for damages. transparent process for identifying 
notice for noncontract suppliers electing While this requirement is subject to conflicts of interests in § 414.930(a), 
not to become grandfathered suppliers. the PRA, we believe the associated states that a compendium must make 
The exceptions are listed in burden is exempt under 5 CFR 1320.4. the following materials available to the 
§ 414.408(j)(6)(iii)(A) through (C). In The information in question is being public, coincident with the 
addition, suppliers must also comply collected as a result of an administrative compendium’s publication of the 
with the criteria listed in action; suppliers are submitting claims related recommendation: 

(i) Direct or indirect financial § 414.408(j)(6)(iv). for damages caused by the termination 
The burden associated with the of contracts awarded in 2008 under the relationships that exist between 

information collection requirements in DMEPOS CBP that were terminated as a individuals or the spouse or minor child 
§ 414.408(j)(6) is the time and effort result of section 154(a)(1)(A)(iv) of the of individuals who have substantively 
necessary for a supplier to make the MIPPA. participated in the development or 
required notifications to beneficiaries. disposition of compendia 

G. ICRs Dispute Resolution and Process We estimate that 145 suppliers will not recommendations and the manufacturer 
for Suspension or Termination of elect to become grandfathered suppliers. or seller of the drug or biological being 
Approved CAP Contract and Similarly, we estimate that each reviewed by the compendium. This may 
Termination of Physician Participation nongrandfathered supplier will need to include, for example, compensation 
Under Exigent Circumstances make an average of 156 notifications arrangements such as salary, grant, 
(§ 414.917) based on an average of 52 beneficiaries contract, or collaboration agreements 

per supplier. We estimate that it will As stated in § 414.97, an approved between individuals or the spouse or 
take 2 hours to develop the 30-day CAP vendor may appeal that minor child of individuals who have 
notification to the beneficiary and 15 termination by requesting a substantively participated in the review 
minutes to send out each notification. reconsideration. A determination must and disposition of the request and the 
The 10-day notification will take be made as to whether the approved manufacturer or seller of the drug or 
approximately 15 minutes and the 2-day CAP vendor has been meeting the biological being reviewed by the 
will take approximately 15 minutes. We service and quality obligations of its compendium. 

(ii) Ownership or investment interests estimate to send out all 3 notifications CAP contract. The approved CAP 
between individuals or the spouse or it will take a total of approximately 45 vendor’s contract will remain 
minor child of individuals who have minutes. The total burden associated suspended during the reconsideration 
substantively participated in the with the requirements in § 414.408(j)(6) process. 

is approximately 5,945 hours. The burden associated with this development or disposition of 
requirement is the time and effort compendia recommendations and the 

F. ICRs Regarding Claims for Damages necessary for a CAP vendor to request manufacturer or seller of the drug or 
(§ 414.425) a reconsideration of the termination. biological being reviewed by the 

Section 414.425(a) states that any While this requirement is subject to the compendium. 
aggrieved supplier, including a member Based on our estimate, the burden we PRA, we believe the associated burden 
of a network that was awarded a derived for all our conflict of interest is exempt under 5 CFR 1320.4. The 
contract for the Round 1 Durable and transparency provisions above, the burden associated with collecting 
Medical Prosthetics, Orthotics, and total burden would range from 1950 information subsequent to an 
Supplies Competitive Bidding Program hours per compendium with 75 administrative action is not subject to 
(DMEPOS CBP), may file a claim under responses to 2600 hours per the PRA. 
this section for certain alleged damages compendium with 100 responses. The 

H. ICRs Regarding Compendia for arising out of MIPPA’s termination of variation in responses is due to the 
Determination of Medically-accepted the Round 1 DMEPOS CBP contracts. varying size of compendia publications 
Indications for Off-label Uses of Drugs Section 414.425(b) states that a and different processes used by 
and Biologicals in an Anti-cancer completed claim, including all compendia publishers to generate a 
Chemotherapeutic Regimen (§ 414.930) documentation, must be filed within 90 recommendation. In our estimate we 

days of the effective date of the final As stated in the definition for a also found that the total burden from 
rule on damages, unless that day is a publicly transparent process for respondents would range from 30 hours 
holiday or Sunday in which case it will evaluating therapies in § 414.930(a), a per compendium with 10 respondents 
revert to the next business day. Section compendium must make the following to 2535 hours per compendium with 
414.425(c) lists the required materials available to the public on its 845 respondents. The variation in 
documentation for submitting a claim. Web site, coincident with the respondents depends on a 

The burden associated with this compendium’s publication of the compendium’s use of internal or 
requirement is the time and effort related recommendation: external staff to generate compendia 
necessary to gather required (i) The internal or external request for recommendations. Therefore, based on 
documentation as specified in listing of a therapy recommendation these burden totals, the total burden 
§ 414.425(c) and submit a claim for including criteria used to evaluate the hours per compendium to comply with 
damages. This requirement is for a one- request. our conflict of interest and transparency 
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provisions ranges from 1980 hours (a total hour estimate, 5135 hours, per the average salary of $69,500 obtained 
compendium with 75 responses and 10 compendium to comply with our from the Department of Labor. 
respondents) to 5135 hours (a conflict of interest and transparency We are soliciting public comments on 
compendium with 100 responses and provisions. In addition, all these the aforementioned requirements and 
845 respondents). In order to capture provisions could be managed by a the associated burden estimates in an 
the maximum burden for an individual qualified administrative assistant at an emergency PRA notice published 
compendium, we are using the highest hourly rate of $33.51 per hour based on elsewhere in this Federal Register. 

TABLE 47—ESTIMATED ANNUAL REPORTING AND RECORDKEEPING BURDEN 

Regulation section(s) OMB Control No. Respondents Responses 
Burden per 
response 
(hours) 

Total annual 
burden 
(hours) 

§ 414.408(j)(5) ................................... 0938–New ........................................ 1305 69,165 17.25 22,511
§ 414.408(j)(6) ................................... 0938–New ........................................ 145 22,620 41 5,945
§ 414.930 ........................................... 0938–New ........................................ 845 900 * 1.83 5,135

Total ........................................... ........................................................... ........................ ........................ ........................ 33,591 

* The average burden for the six tasks associated with the requirements in § 414.930. 

 
 
 

If you comment on these information However, this final rule with comment Act. The burden associated with this 
collection and recordkeeping period also makes reference to several requirement is the time and effort 
requirements, please do either of the associated information collections that required by manufacturers of Medicare 
following: are not discussed in the regulation text Part B drugs and biologicals to calculate, 

1. Submit your comments contained in this document. The record, and submit the required data to 
electronically as specified in the following is a discussion of these CMS. While the burden associated with 
ADDRESSES section of this final rule with information collections, some of which this requirement is subject to the PRA, 
comment period; or have already received OMB approval. it is currently approved under OMB 

2. Submit your comments to the 
Part B Drug Payment control number 0938–0921. 

Office of Information and Regulatory 
Affairs, Office of Management and The discussion of average sales price Competitive Acquisition Program (CAP) 
Budget, Attention: CMS Desk Officer, (ASP) issues in section II.H.1 of this 

final rule with comment period does not Section II.H.2. of this final rule with [CMS–1413–P]. Fax: (202) 395–6974; or 
E-mail: OIRA_submission@omb.eop.gov. contain any new information collection comment period discusses issues related 

requirements with respect to payment to the competitive acquisition program 
Additional Information Collection for Medicare Part B drugs and for Part B drug payment. There are no 
Requirements biologicals under the ASP methodology. new information collection 

This final rule with comment period Drug manufacturers are required to requirements associated with the CAP; 
imposes collection of information submit ASP data to us on a quarterly however, there are several previously 
requirements as outlined in the basis. The ASP reporting requirements approved information collection 
regulation text and specified above. are set forth in section 1927(b) of the requests (ICR) associated with the CAP. 

TABLE 48—OMB CONTROL NUMBERS 

Program component OMB 
Control No. 

Expiration 
date 

Medicare Part B Drug and Biological CAP ..................................................................................................................... 0938–0954 06/30/2011 
Medicare Part B Drug and Biological Competitive Acquisition Program Applications 1 ................................................. 0938–0955 08/31/2012 
Competitive Acquisition Program (CAP) for Medicare Part B Drugs: CAP Physician Election Agreement ................... 0938–0987 12/31/2011 

1 An extension of the currently approved ICR is currently in the middle of the mandatory 60-day Federal Register notice and comment period. 
The ICR will be submitted to OMB for review and approval prior to the expiration date. 

Physician Quality Reporting Initiative practice (as defined by the Secretary) participate and, to the extent they 
(PQRI) shall be treated as satisfactorily satisfactorily submit data on quality 

submitting data on quality measures measures for covered professional 
Section II.G.2. of this final rule with under the PQRI. services, they can qualify to receive an 

comment period discusses the incentive payment. To qualify to receive With respect to satisfactory background of the PQRI, provides an incentive payment for 2010, the 
information about the measures to be submission of data on quality measures 

eligible professional must meet one of available to eligible professionals who by eligible professionals, eligible 

sr
ob

er
ts

 o
n 

D
S

K
D

5P
82

C
1P

R
O

D
 w

ith
 R

U
LE

S the criteria for satisfactory reporting choose to participate in the 2010 PQRI, professionals include physicians, other 
described in sections II.G.2.e. and and the criteria for satisfactory reporting practitioners as described in section 
II.G.2.f. of this final rule with comment in 2010. Beginning on January 1, 2010, 1842(b)(18)(c) of the Act, physical and 
period. the Secretary is also required by section occupational therapists, qualified 

1848(m)(3)(C) of the Act, to establish speech-language pathologists, and For individual eligible professionals, 
and have in place a process under qualified audiologists. Eligible the burden associated with the 
which eligible professionals in a group professionals may choose whether to requirements of this voluntary reporting 
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initiative is the time and effort to decline based on an eligible 12 minutes for complicated cases and/ 
associated with eligible professionals professional’s familiarity with and or measures, with the median time 
identifying applicable PQRI quality understanding of the PQRI, experience being 1.75 minutes. With an average 
measures for which they can report the with participating in the PQRI, and practice labor cost of $55 per hour, the 
necessary information and the time and increased efforts by CMS and cost associated with this burden ranges 
effort associated with eligible stakeholders to disseminate useful from $0.23 in labor time to about $11.00 
professionals selecting a reporting educational resources and best in labor time for more complicated cases 
option. We believe it is difficult to practices. and/or measures, with the cost for the 
accurately quantify the burden because In addition, for claims-based median practice being $1.44. 
it would vary with each eligible reporting, eligible professionals must The total estimated annual burden for 
professional by the number of measures gather the required information, select this requirement will also vary along 
applicable to the eligible professional, the appropriate quality data codes, and with the volume of claims on which 
the eligible professional’s familiarity include the appropriate quality data quality data is reported. Results from 
and understanding of the PQRI, and codes on the claims they submit for the 2007 PQRI indicate that eligible 
experience with participating in the payment. The PQRI will collect quality professionals reported on 1 to 3,331 
PQRI. In addition, eligible professionals data codes as additional (optional) line eligible instances per measure. For all 
may employ different methods for items on the existing HIPAA transaction 2007 PQRI measures, the median 
incorporating quality measures 837–P and/or CMS Form 1500. We do number of eligible instances reported on 
reporting into the office work flows and not anticipate any new forms or per measure was less than 60. On 
are given flexibility for determining modifications to the existing transaction average the median number of eligible 
which reporting option best fits their or form. We also do not anticipate instances reported on per measure was 
needs. changes to the 837–P or CMS Form 1500 about 9. Therefore, for this burden 

We believe the burden associated for CY 2010. analysis we estimate that for each 
with participating in PQRI has declined Because this is a voluntary program, measure, an eligible professional reports 
for those familiar with the program and it is difficult to accurately estimate how the quality data on 9 cases. The actual 
who have satisfactorily participated in many eligible professionals will opt to number of cases on which an eligible 
the 2007 PQRI and/or the 2008 PQRI. participate in the PQRI in CY 2010. professional will be required to report 
However, because we anticipate even Information from the ‘‘PQRI 2007 quality measures data will vary, 
greater participation in the 2010 PQRI, Reporting Experience Report,’’ which is however, with the eligible professional’s 
including participation by eligible available on the PQRI section of the patient population and the types of 
professionals who are participating in CMS Web site at http:// measures on which the eligible 
PQRI for the first time in 2010, we will www.cms.hhs.gov/PQRI, indicates that professional chooses to report (each 
assign 5 hours as the amount of time nearly 110,000 unique TIN/NPI measure’s specifications includes a 
needed for eligible professionals to combinations attempted to submit PQRI required reporting frequency). 
review the list of PQRI quality quality measures data via claims for the Based on the assumptions discussed 
measures, identify the applicable 2007 PQRI. Therefore, for purposes of above, we estimate the total annual 
measures for which they can report the conducting a burden analysis for the burden per eligible professional 
necessary information, review the 2010 PQRI, we will assume that all associated with claims-based reporting 
measure specifications for those eligible professionals who attempted to to range from 306.75 minutes, or 5.1125 
measures applicable to the eligible participate in the 2007 PQRI will also hours [(0.25 minutes per measure × 3 
professional, incorporate reporting of attempt to participate in the 2010 PQRI. measures × 9 cases per measure) + 5 
the measures selected by the eligible Moreover, the time needed for an hours] to 624 minutes, or 10.4 hours 
professional into the office work flows, eligible professional to review the [(12 minutes per measure × 3 measures 
and select a 2010 PQRI reporting option. quality measures and other information, × 9 cases per measure) + 5 hours]. We 
Information from the Physician select measures applicable to his or her estimate the total annual cost per 
Voluntary Reporting Program (PVRP), patients and the services he or she eligible professional associated with 
which was a predecessor to the PQRI, furnishes to them, incorporate reporting claims-based reporting to range from 
indicated an average labor cost of $50 of the selected measures into the office $281.21 [($0.23 per measure × 3 
per hour per practice. To account for work flows, and select a 2010 PQRI measures × 9 cases per measure) + $275] 
salary increases over time, we will use reporting option is expected to vary to $572 [($11.00 per measure × 3 
an average practice labor cost of $55 per along with the number of measures that measures × 9 cases per measure) + 
hour in our estimates based on an are potentially applicable to a given $275]. 
assumption of an average annual professional’s practice. Since eligible For registry-based reporting, we are 
increase of approximately 3 percent. professionals are generally required to estimating that it would cost an eligible 
Thus, we estimate the cost for an report on at least 3 measures to earn a professional approximately $1,000 to 
eligible professional to review the list of PQRI incentive, we will assume that participate in a registry based on input 
PQRI quality measures, identify the each eligible professional who attempts we received from commenters (these 
applicable measures for which they can to submit PQRI quality measures data is comments are addressed in the section 
report the necessary information, review attempting to earn a PQRI incentive II.G.2.a. of the preamble). This takes into 
the measure specifications for those payment and that each eligible account the participation fee charged by 
measures applicable to the eligible professional reports on an average of 3 registries and the fact that this fee often 
professional, incorporate reporting of measures for this burden analysis. includes services above and beyond 
the selected measures into the office Based on our experience with the what is required for PQRI. However, 
work flows, and select a 2010 PQRI PVRP, we continue to estimate that the registries vary in their participation fees 
reporting option to be approximately time needed to perform all the steps as some registries do not charge a 
$275 per eligible professional ($55 per necessary to report each measure (that participation fee at all or charge only 
hour × 5 hours). is, reporting the relevant quality data nominal fees. Eligible professionals also 

We continue to expect the ongoing code(s) for a measure) on claims ranges need to authorize or instruct the registry 
costs associated with PQRI participation from 15 seconds (0.25 minutes) to over to submit quality measures results and 
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numerator and denominator data on denominator data on the quality The burden associated with the EHR- 
quality measures to CMS on their measures on their participants’ behalf is based reporting requirements of this 
behalf. We estimate that the time and expected to vary along with the number voluntary reporting initiative is the time 
effort associated with this would be of eligible professionals reporting data and effort associated with the EHR 
approximately 5 minutes for each to the registry and the number of vendor programming its EHR product(s) 
eligible professional that wishes to applicable measures. However, since it to extract the clinical data that the 
authorize or instruct the registry to is customary for most registries to eligible professional needs to submit to 
submit quality measures results and provide their participants with CMS for purposes of reporting 2010 
numerator and denominator data on information that can be used for the PQRI quality measures. The time 
quality measures to CMS on their participants’ internal quality needed for an EHR vendor to review the 
behalf. improvement efforts, we believe that quality measures and other information 

Registries interested in submitting registries already perform many of these and program each qualified EHR 
quality measure results and numerator activities for their participants. The product to enable eligible professionals 
and denominator data on quality number of measures that the registry to submit PQRI quality measures data to 
measures to CMS on their participants’ intends to report to CMS and how the CMS-designated clinical data 
behalf in 2010 will need to complete a similar the registry’s measures are to warehouse will be dependent on the 
self-nomination process in order to be CMS’ PQRI measures will determine the EHR vendor’s familiarity with PQRI, the 
considered ‘‘qualified’’ to submit on time burden to the registry. vendor’s system capabilities, as well as 
behalf of eligible professionals unless For EHR-based reporting, the eligible the vendor’s programming capabilities. 
the registry was qualified to submit on professional must review the quality Some vendors already have these 
behalf of eligible professionals for the measures on which we will be accepting necessary capabilities and for such 
2009 PQRI and does so successfully. We PQRI data extracted from EHRs, select vendors, we estimate the total burden 
estimate that the self-nomination the appropriate quality measures, hours to be 40 hours at a rate of $50 per 
process for qualifying additional extract the necessary clinical data from hour for a total burden estimate of 
registries to submit on behalf of eligible his or her EHR, and submit the $2,000 ($50 per hour × 40 hours per 
professionals for the 2010 PQRI involves necessary data to the CMS-designated vendor). However, given the variability 
approximately 1 hour per registry to clinical data warehouse. Because this in the capabilities of the vendors, we 
draft the letter of intent for self- manner of reporting quality data to CMS believe a more conservative estimate for 
nomination. It is estimated that each will be new to PQRI for 2010 and those vendors with minimal experience 
self-nominated entity will also spend 2 participation in this reporting initiative would be approximately 200 hours at 
hours for the interview with CMS is voluntary, we believe it is difficult to $50 per hour, for a total estimate of 
officials and 2 hours for the estimate with any degree of accuracy $10,000 per vendor ($50 per hour × 200 
development of a measure flow. how many eligible professionals will hours per EHR vendor). 
However, the time it takes to complete opt to participate in the PQRI through 

With respect to the process for group the measure flow could vary depending the EHR mechanism in CY 2010. The 
practices to be treated as satisfactorily on the registry’s experience. time needed for an eligible professional 
submitting quality measures data under Additionally, part of the self- to review the quality measures and 
the 2010 PQRI discussed in section nomination process involves the other information, select measures 
II.G.2. of this final rule with comment completion of an XML submission by applicable to his or her patients and the 
period, group practices interested in the registry, which is estimated to take services he or she furnishes to them is 
participating in the 2010 PQRI through approximately 5 hours, but may vary expected to be similar for EHR-based 
the group practice reporting option must depending on the registry’s experience. reporting and claims-based reporting. 
complete a self-nomination process We estimate that the registry staff Once the EHR is programmed by the 
similar to the self-nomination process involved in the registry self-nomination vendor to allow data submission to 
required of registries and EHR vendors. process have an average labor cost of CMS, the burden to the eligible 
Therefore, we estimate that the self- $50 per hour. Therefore, assuming the professional associated with submission 
nomination process for the group total burden hours per registry of data on PQRI quality measures 
practices for the 2010 PQRI involves associated with the registry self- should be minimal. 

nomination process is 10 hours, we An EHR vendor interested in having approximately 2 hours per group 
estimate the total cost to a registry their product(s) be used by eligible practice to review the 2010 PQRI 
associated with the registry self- professionals to submit PQRI quality reporting option and make the decision 
nomination process to be approximately measures data to CMS were required to to participate as a group rather than 
$500 ($50 per hour × 10 hours per complete a self-nomination process in individually and an additional 2 hours 
registry). order for the vendor’s product(s) to be per group practice to draft the letter of 

The burden associated with the considered ‘‘qualified’’ for 2010. It is intent for self-nomination, gather the 
registry-based reporting requirements of difficult for us to accurately quantify the requested TIN and NPI information, and 
this voluntary reporting initiative is the burden associated with the EHR self- provide this requested information. It is 
time and effort associated with the nomination process as there is variation estimated that each self-nominated 
registry calculating quality measure regarding the technical capabilities and entity will also spend 2 hours 
results from the data submitted to the experience among vendors. For undergoing the vetting process with 
registry by its participants and purposes of this burden analysis, CMS officials. We assume that the group 
submitting the quality measure results however, we estimate that the time practice staff involved in the group 
and numerator and denominator data on required for an EHR vendor to complete practice self-nomination process have 
quality measures to CMS on behalf of the self-nomination process will be an average practice labor cost of $55 per 
their participants. The time needed for similar to the time required for registries hour. Therefore, assuming the total 
a registry to review the quality measures to self-nominate, that is, approximately burden hours per group practice 
and other information, calculate the 10 hours at $50 per hour for a total of associated with the group practice self- 
measure results, and submit the $500 per EHR vendor ($50 per hour × nomination process is 6 hours, we 
measure results and numerator and 10 hours per EHR vendor). estimate the total cost to a group 
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practice associated with the group Section II.G.5. of the preamble section XIII.E.2. above for a discussion 
practice self-nomination process to be discusses the background of the E- of how we arrived at this figure), we 
approximately $330 ($55 per hour × 6 Prescribing Incentive Program. Section estimate the total cost to eligible 
hours per group practice). II.G.5.c. of the preamble provides professionals for reviewing the e- 

The burden associated with the group information on how eligible prescribing measure, incorporating the 
practice reporting requirements of this professionals can qualify to be reporting of the measure into the office 
voluntary reporting initiative is the time considered a successful electronic work flows, and selecting an 
and effort associated with the group prescriber in 2010 in order to earn an appropriate reporting mechanism to be 
practice submitting the quality measures incentive payment. Similar to the PQRI, approximately $110 ($55 per hour × 2 
data. For group practices, this would be the E-Prescribing Incentive Program is a hours). 

For claims-based reporting, the the time associated with the group voluntary initiative. Eligible 
professionals may choose whether to quality data codes will be collected as practice completing the data collection 
participate and, to the extent they meet additional (optional) line items on the tool. The information collection 
(1) certain thresholds with respect to the existing HIPAA transaction 837–P and/ components of this data collection tool 
volume of covered professional services or CMS Form 1500. We do not have been reviewed by OMB and are 
furnished and (2) the criteria to be anticipate any new forms or currently approved under OMB control 
considered a successful electronic modifications to the existing transaction number 0938–0941, with an expiration 
prescriber described in section II.G.5.c. or form. We also do not anticipate date of December 31, 2011, for use in 
of this final rule with comment period, changes to the 837–P or CMS Form 1500 the Physician Group Practice, Medicare 
they can qualify to receive an incentive for CY 2010. Care Management Performance (MCMP), 
payment for 2010. Based on our experience with the and EHR demonstrations. Based on 

For the 2010 E-Prescribing Incentive PVRP described in section II.G.5., we burden estimates for the PGP 
Program, as discussed in section II.G.5. estimate that the time needed to perform demonstration, which uses the same 
of the preamble, each eligible all the steps necessary to report the data submission methods as what we 
professional will need to report the 2010 electronic prescribing measure via 

will be using for PQRI, we estimate the electronic prescribing measure, which claims to be 1.75 minutes. We also 
burden associated with a group practice indicates that at least 1 prescription estimate the cost to perform all the steps 
completing the data collection tool will created during an eligible encounter was necessary to report the electronic 
be approximately 79 hours per generated and transmitted electronically prescribing measure to be $1.44 based 
physician group. Therefore, we estimate using a qualified electronic prescribing on the experience with the PVRP 
the total annual burden hours per system. Similar to PQRI, this measure described above. 
physician group would be will be reportable through claims, a Based on the 2010 criteria for 
approximately 85 hours (2 hours for qualified registry, or a qualified EHR. determination of whether an eligible 
decision-making + 4 hours for self- Similar to claims-based reporting for professional is a successful electronic 
nomination + 79 hours for data the PQRI, we estimate that the burden prescriber, we estimate that each 
submission). Based on an average labor associated with the requirements of this eligible professional will report the 
cost of $55 per physician group, we incentive program is the time and effort electronic prescribing measure in 25 
estimate the cost per physician group associated with eligible professionals instances during the reporting period. 
associated with participating in the determining whether the electronic Therefore, we estimate the total 
PQRI group practice reporting option prescribing quality measure applies to annual burden per eligible professional 
would be $4,675 ($55 per hour × 85 them, gathering the required who chooses to participate in the 2010 
hours per group practice). information, selecting the appropriate E-Prescribing Incentive Program through 

The Electronic Prescribing (E- quality data codes, and including the claims-based reporting of the electronic 

Prescribing) Incentive Program appropriate quality data codes on the prescribing measure to be 163.75 
claims they submit for payment. We minutes, or 2.73 hours [(1.75 minutes 

We believe it is difficult to accurately expect the ongoing costs associated with per measure × 1 measure × 25 cases per 
estimate how many eligible participation in the E-Prescribing measure) + 2 hours]. The total estimated 
professionals will opt to participate in Incentive Program to decline based on cost per eligible professional to report 
the E-Prescribing Incentive Program in an eligible professional’s familiarity the electronic prescribing measure is 
CY 2010. Information from the ‘‘PQRI with and understanding of the E- estimated to be $146 [($1.44 per 
2007 Reporting Experience Report,’’ Prescribing Incentive Program, measure × 1 measure × 25 cases per 
which is available on the PQRI section experience with participating in the E- measure) + $110]. 
of the CMS Web site at http:// Prescribing Incentive Program, and Because registry-based reporting of 
www.cms.hhs.gov/PQRI, indicates that increased efforts by CMS and the electronic prescribing measure to 
nearly 110,000 unique TIN/NPI stakeholders to disseminate useful CMS will be new for 2010 and 
combinations attempted to submit PQRI educational resources and best participation in this reporting initiative 
quality measures data via claims for the practices. Since the E-Prescribing is voluntary, it is impossible to estimate 
2007 PQRI. Therefore, for purposes of Incentive Program consists of only 1 with any degree of accuracy how many 
conducting a burden analysis for the quality measure, we will assign 1 hour eligible professionals will opt to 
2010 E-Prescribing Incentive Program, as the amount of time needed for participate in the E-Prescribing 
we will assume that as many eligible eligible professionals to review the Incentive Program through the registry- 
professionals who attempted to electronic prescribing measure and based reporting mechanism in CY 2010. 
participate in the 2007 PQRI will incorporate reporting of the measure We do not anticipate, however, any 
attempt to participate in the 2010 E- into their office work flows and an additional burden for eligible 
Prescribing Incentive Program. As such, additional hour as the amount of time professionals to report data to a registry 
we can estimate that nearly 110,000 needed for eligible professionals to as eligible professionals opting for 
unique TIN/NPI combinations will select an appropriate reporting registry-based reporting would more 
participate in the 2010 E-Prescribing mechanism for them. At an average cost than likely already be reporting data to 
Incentive Program. of approximately $55 per hour (see the registry for other purposes 
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(particularly eligible professionals who vary along with the number of eligible data warehouse will be dependent on 
are already participating in PQRI via the professionals reporting data to the the EHR vendor’s familiarity with the 
registry-based reporting mechanism). registry. However, we believe that electronic prescribing measure, the 
Little, if any, additional data would registries already perform many of these vendor’s system capabilities, as well as 
need to be reported to the registry for activities for their participants. Since the vendor’s programming capabilities. 
purposes of participation in the 2010 E- the E-Prescribing Incentive Program Since only EHR products qualified for 
Prescribing Incentive Program. consists of only one measure, we believe the 2010 PQRI will be qualified for the 
However, in addition to the 2 hours that the burden associated with the 2010 E-Prescribing Incentive Program 
estimated for the time needed by registry reporting the measure’s results and the E-Prescribing Incentive Program 
eligible professionals to review the and numerator and denominator to CMS consists of only one measure, we believe 
applicability of the electronic on behalf of their participants would be that any burden associated with the 
prescribing measure, incorporate minimal. EHR vendor to program its product(s) to 
reporting of the measure in their For EHR-based reporting, the eligible enable eligible professionals to submit 
practice work flows, and review the professional must review the electronic data on the electronic prescribing 
available reporting mechanisms to select prescribing measure, extract the measure to the CMS-designated clinical 
the registry reporting mechanism, necessary clinical data from his or her data warehouse would be minimal. 
eligible professionals will need to EHR, and submit the necessary data to Finally, with respect to the process for 
authorize or instruct the registry to the CMS-designated clinical data group practices to be treated as 
submit quality measures results and warehouse. Because this manner of successful electronic prescribers under 
numerator and denominator data on the reporting quality data to CMS will be the 2010 E-Prescribing Incentive 
electronic prescribing measure to CMS new for 2010 and participation in this Program discussed in section II.G.5., a 
on their behalf. We estimate that the reporting initiative is voluntary, it is group practice will be required to report 
time and effort associated with this difficult to accurately estimate how the electronic prescribing measure in at 
would be approximately 5 minutes for many eligible professionals will opt to least 2,500 instances. Group practices 
each eligible professional that wishes to participate in the E-Prescribing have the same options as individual 
authorize or instruct the registry to Incentive Program through the EHR- eligible professionals in terms of the 
submit quality measures results and based reporting mechanism in CY 2010. form and manner for reporting the 
numerator and denominator data on the The time needed for an eligible electronic prescribing measure (that is, 
electronic prescribing measure to CMS professional to review the electronic group practices have the option of 
on their behalf. prescribing measure and other reporting the measure through claims, a 

Based on our policy to consider only information to determine whether the qualified registry, or a qualified EHR 
registries qualified to submit quality measure is applicable to his or her product). The only difference between 
measures results and numerator and patients and the services he or she an individual eligible professional and 
denominator data on quality measures furnishes to them and to review the group practice reporting of the 
to CMS on their participants’ behalf for available reporting mechanisms to select electronic prescribing measure is the 
the 2010 PQRI to be qualified to submit the EHR reporting mechanism is number of times that a group practice is 
results and numerator and denominator expected to be similar for EHR-based required to report the electronic 
data on the electronic prescribing reporting and claims-based reporting. prescribing measure. Reporting of the 
measure for the 2010 E-Prescribing Once the EHR is programmed by the electronic prescribing measure can 
Incentive Program, there will be no need vendor to allow data submission to continue to occur at the individual 
for a registry to undergo a separate self- CMS, the burden to the eligible eligible professional level under the 
nomination process for the E- professional associated with submission electronic prescribing group practice 
Prescribing Incentive Program other of data on the electronic prescribing reporting option. In our analysis of the 
than to indicate to us its desire to measure should be minimal. information, however, we will aggregate 
become a qualified registry for the E- Based on our policy to consider only all of the information reported by the 
Prescribing Incentive Program at the EHR products qualified for the 2010 eligible professionals within the group 
time that it does so for PQRI. Therefore, PQRI to be qualified for the 2010 E- practice to determine whether the group 
we estimate that any additional Prescribing Incentive Program, there practice reported the measure a 
associated with the registry self- will be no need for EHR vendors to sufficient number of times. For group 
nomination process would be minimal. undergo a separate self-nomination practices that are selected to participate 

The burden associated with the process for the E-Prescribing Incentive in the 2010 E-Prescribing Incentive 
registry-based reporting requirements of Program and therefore, no additional Program group practice reporting option 
this voluntary reporting initiative is the burden associated with the self- and choose to do so through claims- 
time and effort associated with the nomination process. based reporting of the electronic 
registry calculating results for the The burden associated with the EHR- prescribing measure, we estimate the 
electronic prescribing measure from the based reporting requirements of this total annual burden to be 74.92 hours 
data submitted to the registry by its voluntary reporting initiative is the time [(1.75 minutes per measure × 1 measure 
participants and submitting the quality and effort associated with the EHR × 2,500 cases per measure) + 2 hours]. 
measure results and numerator and vendor programming its EHR product(s) The total estimated cost per group 
denominator data on the electronic to extract the clinical data that the practice to report the electronic 
prescribing quality measure to CMS on eligible professional needs to submit to prescribing measure through claims- 
behalf of their participants. The time CMS for purposes of reporting the 2010 based reporting is estimated to be 
needed for a registry to review the electronic prescribing measure. The $3,710 [($1.44 per measure × 1 measure 
electronic prescribing measure and time needed for an EHR vendor to × 2,500 cases per measure) + $110]. 
other information, calculate the review the measure and other For group practices that are selected 
measure’s results, and submit the information and program each qualified to participate in the 2010 E-Prescribing 
measure’s results and numerator and EHR product to enable eligible Incentive Program group practice 
denominator data on the measure on professionals to submit data on the reporting option and choose to do so 
their participants’ behalf is expected to measure to the CMS-designated clinical through registry-based reporting of the 
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electronic prescribing measure, we do XII. Response to Comments organizations or by meeting the Small 
not anticipate any additional burden to Business Administration (SBA) Because of the large number of public 
report data to a registry as group definition of a small business (having comments we normally receive on 
practices opting for registry-based revenues of less than $7.0 million to Federal Register documents, we are not 
reporting would more than likely $34.5 million in any 1 year) (for details able to acknowledge or respond to them 
already be reporting data to the registry see the SBA’s Web site at http://sba.gov/ individually. We will consider all 
for other purposes, such as for the PQRI. idc/groups/public/documents/ comments we receive by the date and 
Little, if any, additional data would sba homepage/serv sstd tablepdf.pdf time specified in the DATES _ _ _section of 
need to be reported to the registry for (refer to the 620000 series). Individuals this preamble, and, when we proceed 
purposes of participation in the 2010 E- and States are not included in the with a subsequent document, we will 
Prescribing Incentive Program. definition of a small entity. respond to the comments in the 
However, in addition to the 2 hours The RFA requires that we analyze preamble to that document. 
estimated for the time needed by group regulatory options for small businesses 

XIII. Regulatory Impact Analysis practices to review the electronic and other entities. We prepare a 
prescribing measure to determine its regulatory flexibility analysis unless we A. Overall Impact 
applicability to the practice, incorporate certify that a rule would not have a 

We have examined the impacts of this reporting of the electronic prescribing significant economic impact on a 
rule as required by Executive Order measure into the practice’s work flows, substantial number of small entities. 
12866 on Regulatory Planning and and review available reporting The analysis must include a justification 
Review (September 30, 1993), the mechanisms to select group practice concerning the reason action is being 
Regulatory Flexibility Act (RFA) taken, the kinds and number of small reporting of the measure through a (September 19, 1980, Pub. L. 96–354), entities the rule affects, and an qualified registry, the group practices section 1102(b) of the Social Security explanation of any meaningful options will need to authorize or instruct the Act, section 202 of the Unfunded that achieve the objectives with less registry to submit the measure results Mandates Reform Act of 1995 (Pub. L. significant adverse economic impact on and numerator and denominator data on 104–4), Executive Order 13132 on the small entities. the electronic prescribing measure to Federalism (August 4, 1999), and the For purposes of the RFA, physicians, CMS on their behalf. We estimate that Congressional Review Act (5 U.S.C. NPPs, and suppliers including IDTFs the time and effort associated with this 804(2)). are considered small businesses if they would be approximately 5 minutes for Executive Order 12866 directs generate revenues of $7 million or less each group practice that wishes to agencies to assess all costs and benefits based on SBA size standards. authorize or instruct the registry to of available regulatory alternatives and, Approximately 95 percent of physicians submit quality measure results and if regulation is necessary, to select are considered to be small entities. numerator and denominator data on the regulatory approaches that maximize There are over 1 million physicians, electronic prescribing measure to CMS net benefits (including potential other practitioners, and medical on its behalf. economic, environmental, public health suppliers that receive Medicare 

For group practices that are selected and safety effects, distributive impacts, payment under the PFS. 
to participate in the 2010 E-Prescribing and equity). A regulatory impact For purposes of the RFA, 
Incentive Program group practice analysis (RIA) must be prepared for approximately 85 percent of suppliers of 
reporting option and choose to do so major rules with economically durable medical equipment, prosthetics, 
through EHR-based reporting of the significant effects ($100 million or more orthotics, and supplies (DMEPOS) are 
electronic prescribing measure, once the in any 1 year). We estimate, as considered small businesses according 
EHR is programmed by the vendor to discussed below in this section, that the to the SBA size standards. We estimate 
allow data submission to CMS, the PFS provisions included in this final that approximately 105,000 DMEPOS 
burden to the group practice associated rule with comment period will suppliers are enrolled in Medicare 
with submission of data on the redistribute more than $100 million in currently and bill Medicare for 
electronic prescribing measure should 1 year. Therefore, we estimate that this DMEPOS each year. Total annual 
be minimal. rulemaking is ‘‘economically estimated Medicare revenues for 

In addition to the burden associated significant’’ as measured by the $100 DMEPOS suppliers are approximately 
with group practices reporting the million threshold, and hence also a $11.7 billion in 2008 for which $8.7 
electronic prescribing measure, group major rule under the Congressional billion was for fee-for-service (FFS) and 
practices will also be required to self- Review Act. Accordingly, we have $3.0 billion was for managed care. 
nominate in order to participate in the prepared a Regulatory Impact Analysis For purposes of the RFA, 
2010 E-Prescribing Incentive Program that to the best of our ability presents approximately 80 percent of clinical 
under the group practice reporting the costs and benefits of the rulemaking. diagnostic laboratories are considered 
option. Since we are limiting The RFA requires agencies to analyze small businesses according to the SBA 
participation in the electronic options for regulatory relief of small size standards. 
prescribing group practice reporting businesses, if a rule has a significant Ambulance providers and suppliers 
option to those group practices selected impact on a substantial number of small for purposes of the RFA are also 
to participate in the PQRI group practice entities. For purposes of the RFA, we considered to be small entities. 
reporting option, there will not be a estimate that most hospitals and most In addition, most ESRD facilities are 
separate group practice self-nomination other providers are small entities as that considered small entities for purposes of 
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S process for the E-Prescribing Incentive term is used in the RFA (including the RFA, either based on nonprofit 
Program and, thus, no additional small businesses, nonprofit status or by having revenues of $7 
burden. organizations, and small governmental million to $34.5 million or less in any 

We invite comments on this burden jurisdictions). The great majority of year. We note that a considerable 
analysis, including the underlying hospitals and most other health care number of ESRD facilities are owned 
assumptions used in developing our providers and suppliers are small and operated by large dialysis 
burden estimates. entities, either by being nonprofit organizations (LDOs) or regional chains, 
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which would have total revenues more significant impact on the operations of sections of this rule contain a 
than $34.5 million in any year if a substantial number of small rural description of significant alternatives if 
revenues from all locations are hospitals. applicable. 
combined. However, the claims data we Section 202 of the Unfunded Comment: We received comments on 
use to estimate payments for this RFA Mandates Reform Act of 1995 (UMRA) the CY 2010 PFS proposed rule stating 
and RIA does not identify which also requires that agencies assess that we failed to address the impact of 
dialysis facilities are parts of an LDO, anticipated costs and benefits before the changes on small businesses and did 
regional chain, or other type of issuing any rule whose mandates not propose any measures for mitigating 
ownership. Each individual dialysis require spending in any 1 year of $100 the negative impact the proposals might 
facility has its own provider number million in 1995 dollars, updated have on such businesses. One 
and bills Medicare using this number. annually for inflation. In 2009, that commenter stated that most portable x- 
Therefore, we consider each ESRD to be threshold is approximately $133 ray suppliers are small businesses and 
a small entity for purposes of the RFA. million. This final rule with comment that the policy changes will adversely 
We consider a substantial number of period will not mandate any affect them. Another commenter, 
entities to be significantly affected if the requirements for State, local, or tribal representing providers of integrated 
final rule with comment period has an governments. Medicare beneficiaries are cancer care, also expressed concern 
annual average impact on small entities considered to be part of the private about the negative impact the proposed 
of 3 to 5 percent or more. The majority sector and as a result a more detailed changes would have on small 
of ESRD facilities will experience discussion is presented on the Impact of businesses that furnish radiation 
impacts of less than 2 percent of total Beneficiaries in section V. of this therapy services. The commenters 
revenues. There are 946 nonprofit ESRD regulatory impact analysis. Rather, it outlined specific concerns with respect 
facilities with a combined increase of focuses on certain categories of cost, to the proposals concerning practice 
0.9 percent in overall payments relative mainly those ‘‘Federal mandate’’ costs expense, including the change with 
to current overall payments. We note resulting from (A) imposing enforceable respect to assumption for equipment 
that although the overall effect of the duties on State, local, or tribal utilization, the changes to malpractice 
wage index changes is budget neutral, governments, or on the private sector, or RVUs, as well as application of the 
there are increases and decreases based (B) increasing the stringency of projected ¥21.5 update adjustment 
on the location of individual facilities. conditions in, or decreasing the funding under the SGR. 
The analysis and discussion provided in of, State, local, or tribal governments Response: In Addendum B of the CY 
this section and elsewhere in this final under entitlement programs. 2010 PFS proposed rule, we provided 
rule with comment period complies Executive Order 13132 establishes the proposed payment rates for the 
with the RFA requirements. certain requirements that an agency HCPCS codes paid under the PFS. Any 

Because we acknowledge that many of must meet when it promulgates a physician or supplier of PFS services 
the affected entities are small entities, proposed rule (and subsequent final can determine the impact of the 
the analysis discussed throughout the rule) that imposes substantial direct proposed Medicare payment rates using 
preamble of this final rule with requirement costs on State and local their own mix of services. In addition, 
comment period constitutes our governments, preempts State law, or we publish average impacts by Medicare 
regulatory flexibility analysis for the otherwise has Federalism implications. specialty to assist the public in 
remaining provisions and addresses We have examined this final rule with commenting on the proposed rule. The 
comments received on these issues. comment period in accordance with methodology that we use to develop the 

In addition, section 1102(b) of the Act Executive Order 13132 and have RVUs is publicly available as are the 
requires us to prepare a regulatory determined that this regulation would data files that we use in the calculations 
impact analysis, if a rule may have a not have any substantial direct effect on and impact analyses. 
significant impact on the operations of State or local governments, would not We did review the potential impact of 
a substantial number of small rural preempt States, or otherwise have a our revised policies in the regulatory 
hospitals. Any such regulatory impact Federalism implication. impact analysis. In light of the 
analysis must conform to the provisions We have prepared the following comments received on the proposed 
of section 604 of the RFA. For purposes analysis, which together with the rule, we have revised many of the 
of section 1102(b) of the Act, we define information provided in the rest of this 

proposals made in the proposed rule a small rural hospital as a hospital that preamble, meets all assessment 
such that we estimate that the impact on is located outside of a metropolitan requirements. The analysis explains the 
portable x-ray suppliers and providers statistical area and has fewer than 100 rationale for and purposes of this final 
of radiation therapy services in this final beds. We do not believe this final rule rule with comment period; details the 
rule with comment period will be with comment period has impact on costs and benefits of the rule; analyzes 
significantly different than in the significant operations of a substantial alternatives; and presents the measures 
proposed rule, as shown in Table 49. number of small rural hospitals because we will use to minimize the burden on 
However, the PFS update, which is most dialysis facilities are freestanding. small entities. As indicated elsewhere in 
based in part on the SGR, is required by While there are 176 rural hospital-based this rule, we are implementing a variety 
law, affects all PFS services, and we dialysis facilities, we do not know how of changes to our regulations, payments, 
have no discretion to waive this many of them are based at hospitals or payment policies to ensure that our 
provision for small businesses. with fewer than 100 beds. However, payment systems reflect changes in 

overall, the 176 rural hospital-based medical practice and the relative value B. RVU Impacts 
dialysis facilities will experience an of services. We provide information for 

1. Resource-Based Work, PE, and MP estimated 1.1 percent increase in each of the policy changes in the 
RVUs payments. As a result, this rule will not relevant sections of this final rule with 

have a significant impact on small rural comment period. We are unaware of any Section 1848(c)(2)(B)(ii) of the Act 
hospitals. Therefore, the Secretary has relevant Federal rules that duplicate, requires that increases or decreases in 
determined that this final rule with overlap, or conflict with this final rule RVUs may not cause the amount of 
comment period will not have a with comment period. The relevant expenditures for the year to differ by 
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more than $20 million from what independent laboratories receive • Impact of the CY 2010 PE RVU 
expenditures would have been in the approximately 80 percent of their changes under the 4-year transition 
absence of these changes. If this Medicare revenues from clinical (Tran) adopted in this final rule with 
threshold is exceeded, we make laboratory services that are not paid comment period. These are the 
adjustments to preserve BN. under the PFS. estimated CY 2010 impacts. Note that 

Our estimates of changes in Medicare Table 49 shows only the payment the transition does not apply to new and 
revenues for PFS services compare impact on PFS services. The following significantly revised codes. 
payment rates for CY 2009 with is an explanation of the information • Impact of MP RVU changes for the 
payment rates for CY 2010 using CY represented in Table 49: CY 2010 PFS. 
2008 Medicare utilization for all years. • Specialty: The physician specialty 

• Combined impact of all RVU To the extent that there are year-to-year or type of practitioner/supplier. 
changes in the volume and mix of • changes (Full) if these changes were Allowed charges: Allowed charges 

fully implemented in CY 2010 PFS. services provided by physicians, the are the PFS amounts for covered 
These are not the estimated CY 2010 actual impact on total Medicare services and include coinsurance and 
impacts since we have implemented a 4- revenues will be different than those deductibles (which are the financial 
year transition to the new PE RVUs for shown in Table 49. The payment responsibility of the beneficiary). These 
existing codes. These impacts are prior impacts reflect averages for each amounts have been summed across all 
to the application of the CY 2010 specialty based on Medicare utilization. services furnished by physicians, 
negative PFS CF update under the The payment impact for an individual practitioners, or suppliers within a 
current statute. physician would be different from the specialty to arrive at the total allowed 

average, based on the mix of services the charges for the specialty. • Combined impact of all of the 
physician provides. The average change • Impact of Work RVU changes for estimated CY 2010 RVU changes under 
in total revenues would be less than the the CY 2010 PFS. the 4-year transition (Tran) adopted in 
impact displayed here because • Impact of PE RVU changes (Full) if this final rule with comment period for 
physicians furnish services to both these changes were fully implemented the PE changes. These are the estimated 
Medicare and non-Medicare patients in CY 2010 PFS. These are not the CY 2010 impacts, prior to the 
and specialties may receive substantial estimated CY 2010 impacts since we application of the CY 2010 negative PFS 
Medicare revenues for services that are have implemented a 4-year transition to CF update under the current statute. 
not paid under the PFS. For instance, the new PE RVUs for existing codes. BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

2. Resource-Based Work, PE, and MP 
RVUs Impacts 

a. Work RVU Impacts 

The average work RVU impacts are 
primarily attributable to the changes for 
consultation services. As described 
earlier in this final rule with comment 
period, we are proposing to no longer 
recognize the billing codes for 
consultation services so we are budget 
neutrally eliminating the use of all 
consultation codes (except for 
telehealth) and have allocated the work 
RVUs that were allotted to these 
services to the work RVUs for new and 
established office visit services, initial 
hospital visits, and initial nursing 
facility visits to reflect this change. 

In addition, the impacts reflect the 
work done by the AMA RUC related to 
the Five-Year Review Identification 
Workgroup’s Codes Reported Together 
screen. Based upon the AMA RUCs 
review of the myocardial perfusion 
imaging family of services, it was 
determined that some of the existing 
codes for these services are performed 
together more than 95 percent of the 
time and were thus referred to CPT for 
creation of new bundled services. In 
recognition of the efficiencies associated 
with the services being performed 
together, there are less aggregate RVUs 
under the new bundled 2010 CPT 
coding structure and pricing than there 
are under the current 2009 CPT coding 
structure and pricing. These fewer 
aggregate RVUs will be offset by an 
adjustment to the CF in order to 
maintain overall BN. For further 
information on the myocardial 
perfusion imaging family coding 

changes, see section III.F.4. of this final 
rule with comment period. 

b. PE RVUs Impacts 

The PE RVU impacts are primarily 
attributable to the incorporation of PE 
data from the Physician Practice 
Information Survey (PPIS). For a 
discussion of the use of this updated 
survey data, see section II.A.2. of this 
final rule with comment period. The 
impacts are shown both as if they were 
fully implemented in CY 2010 and 
under our 4-year transition policy to the 
new PE RVUs for existing codes that 
have not been substantially revised. 

For IDTFs, the impact of our change 
in the utilization rate for expensive 
diagnostic equipment is also significant. 
We estimate that for IDTFs, the 
utilization rate change will result in a 
fully implemented impact of 
approximately ¥2 percent after taking 
into account the OPPS payment cap. 
This ¥2 percent impact is included in 
the ¥29 percent fully implemented PE 
RVU impact shown in Table 49 for 
IDTFs. The change in the utilization rate 
for expensive diagnostic imaging 
equipment does not significantly impact 
overall payments for other specialties 
after taking into account the OPPS 
payment cap. 

The impacts also reflect the reduced 
utilization for the myocardial perfusion 
imaging family of services stemming 
from the AMA RUC’s review of these 
services as described above. 

The payment impact for an individual 
physician may be different from the 
average, based on the mix of services the 
physician provides. Using the RVU 
information contained in Appendix B, 
an impact can be calculated for any 
particular mix of services either under 

the fully implemented RVUs or the 4- 
year transition RVUs. 

c. Malpractice RVU Impacts 

The average MP RVU impacts are 
attributable to the changes adopted for 
the Five-Year Review of MP RVUs 
described earlier in this final rule with 
comment period. Of particular note are 
the impacts on the specialties of 
Audiology (¥7 percent), and IDTFs (¥4 
percent). These impacts are primarily 
driven by the expansion of the MP 
premium data collection and the 
changes to the methodology for TC 
services. 

d. Combined Impact 

Column E of Table 49 displays the 
combined average impact of all RVU 
changes by specialty. The impacts are 
shown both as if the new PE RVUs were 
fully implemented in CY 2010 and 
under our 4-year transition policy to the 
new PE RVUs for existing codes that 
have not been significantly revised. 

The estimated CY 2010 transition 
impacts range from increases of +5 
percent for ophthalmology to decreases 
of ¥18 percent for nuclear medicine. 
The effect of our policies on primary 
care specialties such as General 
Practice, Family Practice, Internal 
Medicine, and Geriatrics are positive 
with CY 2010 transition increases 
ranging from +2 percent to +4 percent. 
Again, these impacts are prior to the 
application of the negative CY 2010 CF 
update under the current statute. 

Table 49 shows the estimated 
transition impact on total payments for 
selected high-volume procedures of all 
of the changes discussed previously, 
including the effect of the CY 2010 
negative PFS CF update. We selected 
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these procedures because they are the 
most commonly furnished by a broad 
spectrum of physician specialties. There 
are separate columns that show the 

change in the facility rates and the non- 
facility rates. For an explanation of 
facility and non-facility PE, refer to 

Addendum A of this final rule with 
comment period. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 
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