
301 

Centers for Medicare & Medicaid Services, HHS § 419.50 

payment update must follow data sub-
mission deadlines as specified in para-
graph (c)(2) of this section. 

(d) Exception. CMS may grant an ex-
tension or waiver of one or more data 
submission deadlines and requirements 
in the event of extraordinary cir-
cumstances beyond the control of the 
hospital, such as when an act of nature 
affects an entire region or locale or a 
systemic problem with one of CMS’ 
data collection systems directly or in-
directly affects data submission. CMS 
may grant an extension or waiver as 
follows: 

(1) Upon request by the hospital. Spe-
cific requirements for submission of a 
request for an extension or waiver are 
available on the QualityNet Web site. 

(2) At the discretion of CMS. CMS 
may grant waivers or extensions to 
hospitals that have not requested them 
when CMS determines that an extraor-
dinary circumstance has occurred. 

(e) Validation of Hospital OQR Program 
data. CMS may validate one or more 
measures selected under section 
1833(17)(C) of the Act by reviewing doc-
umentation of patient encounters sub-
mitted by selected participating hos-
pitals. 

(1) Upon written request by CMS or 
its contractor, a hospital must submit 
to CMS supporting medical record doc-
umentation that the hospital used for 
purposes of data submission under the 
program. The specific sample that a 
hospital must submit will be identified 
in the written request. A hospital must 
submit the supporting medical record 
documentation to CMS or its con-
tractor within 45 days of the date iden-
tified on the written request, in the 
form and manner specified in the writ-
ten request. 

(2) A hospital meets the validation 
requirement with respect to a fiscal 
year if it achieves at least a 75-percent 
reliability score, as determined by 
CMS. 

(f) Reconsiderations and appeals of 
Hospital OQR Program decisions. (1) A 
hospital may request reconsideration 
of a decision by CMS that the hospital 
has not met the requirements of the 
Hospital OQR Program for a particular 
fiscal year. Except as provided in para-
graph (d) of this section, a hospital 
must submit a reconsideration request 

to CMS via the QualityNet Web site, no 
later than the first business day of the 
month of February of the affected pay-
ment year. 

(2) A reconsideration request must 
contain the following information: 

(i) The hospital’s CMS Certification 
Number (CCN); 

(ii) The name of the hospital; 
(iii) The CMS-identified reason for 

not meeting the requirements of the af-
fected payment year’s Hospital OQR 
Program as provided in any CMS noti-
fication to the hospital; 

(iv) The hospital’s basis for request-
ing reconsideration. The hospital must 
identify its specific reason(s) for be-
lieving it should not be subject to the 
reduced annual payment update; 

(v) The hospital-designated personnel 
contact information, including name, 
email address, telephone number, and 
mailing address (must include physical 
mailing address, not just a post office 
box); 

(vi) The hospital-designated person-
nel’s signature; 

(vii) A copy of all materials that the 
hospital submitted to comply with the 
requirements of the affected Hospital 
OQR Program payment determination 
year; and 

(viii) If the hospital is requesting re-
consideration on the basis that CMS 
determined it did not meet the affected 
payment determination year’s valida-
tion requirement set forth in para-
graph (e)(1) of this section, the hospital 
must provide a written justification for 
each appealed data element classified 
during the validation process as a mis-
match. Only data elements that affect 
a hospital’s validation score are eligi-
ble to be reconsidered. 

(3) A hospital that is dissatisfied with 
a decision made by CMS on its recon-
sideration request may file an appeal 
with the Provider Reimbursement Re-
view Board under part 405, subpart R, 
of this chapter. 

[78 FR 75196, Dec. 10, 2013] 

Subpart E—Updates 
§ 419.50 Annual review. 

(a) General rule. Not less often than 
annually, CMS reviews and updates 
groups, relative payment weights, and 
the wage and other adjustments to 
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take into account changes in medical 
practice, changes in technology, the 
addition of new services, new cost data, 
and other relevant information and 
factors. 

(b) Consultation requirement. CMS will 
consult with an expert outside advisory 
panel composed of an appropriate se-
lection of representatives of providers 
to review (and advise CMS concerning) 
the clinical integrity of the groups and 
weights. The panel may use data col-
lected or developed by entities and or-
ganizations (other than the Depart-
ment of Health and Human Services) in 
conducting the review. 

(c) Effective dates. CMS conducts the 
first annual review under paragraph (a) 
of this section in 2001 for payments 
made in 2002. 

Subpart F—Limitations on Review 

§ 419.60 Limitations on administrative 
and judicial review. 

There can be no administrative or ju-
dicial review under sections 1869 and 
1878 of the Act or otherwise of the fol-
lowing: 

(a) The development of the APC sys-
tem, including— 

(1) Establishment of the groups and 
relative payment weights; 

(2) Wage adjustment factors; 
(3) Other adjustments; and 
(4) Methods for controlling unneces-

sary increases in volume. 
(b) The calculation of base amounts 

described in section 1833(t)(3) of the 
Act. 

(c) Periodic adjustments described in 
section 1833(t)(9) of the Act. 

(d) The establishment of a separate 
conversion factor for hospitals de-
scribed in section 1886(d)(1)(B)(v) of the 
Act. 

(e) The determination of the fixed 
multiple, or a fixed dollar cutoff 
amount, the marginal cost of care, or 
applicable percentage under § 419.43(d) 
or the determination of insignificance 
of cost, the duration of the additional 
payments (consistent with subpart G of 
this part), the determination of initial 
and new categories under § 419.66, the 
portion of the Medicare hospital out-
patient fee schedule amount associated 
with particular devices, drugs, or 

biologicals, and the application of any 
pro rata reduction under § 419.62(c). 

[65 FR 18542, Apr. 7, 2000, as amended at 66 
FR 55856, Nov. 2, 2001] 

Subpart G—Transitional Pass- 
through Payments 

SOURCE: 66 FR 55856, Nov. 2, 2001, unless 
otherwise noted. 

§ 419.62 Transitional pass-through pay-
ments: General rules. 

(a) General. CMS provides for addi-
tional payments under §§ 419.64 and 
419.66 for certain innovative medical 
devices, drugs, and biologicals. 

(b) Budget neutrality. CMS establishes 
the additional payments under §§ 419.64 
and 419.66 in a budget neutral manner. 

(c) Uniform prospective reduction of 
pass-through payments. (1) If CMS esti-
mates before the beginning of a cal-
endar year that the total amount of 
pass-through payments under §§ 419.64 
and 419.66 for the year would exceed the 
applicable percentage (as described in 
paragraph (c)(2) of this section) of the 
total amount of Medicare payments 
under the outpatient prospective pay-
ment system. CMS will reduce, pro 
rata, the amount of each of the addi-
tional payments under §§ 419.64 and 
419.66 for that year to ensure that the 
applicable percentage is not exceeded. 

(2) The applicable percentages are as 
follows: 

(i) For a year before CY 2004, the ap-
plicable percentage is 2.5 percent. 

(ii) For 2004 and subsequent years, 
the applicable percentage is a percent-
age specified by CMS up to (but not to 
exceed) 2.0 percent. 

(d) CY 2002 incorporated amount. For 
the portion of CY 2002 affected by these 
rules, CMS incorporated 75 percent of 
the estimated pass-through costs (be-
fore the incorporation and any pro rata 
reduction) for devices into the proce-
dure APCs associated with these de-
vices. 

[66 FR 55856, 55865, Nov. 2, 2001; 67 FR 9568, 
Mar. 1, 2002] 

EFFECTIVE DATE NOTE: At 66 FR 55865, Nov. 
2, 2001, § 419.62 was amended by adding para-
graph (d), effective Jan. 1, 2002. At 66 FR 
67494, Dec. 31, 2001, the amendment was de-
layed indefinitely. 
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