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ISSUE STATEMENT:

Whether CMS’s reduction of Genesys Regional Medical Center’s (“Genesys” or “Provider”)
Fiscal Year 2022 Annual Payment Update (“APU”) by one-fourth was appropriate due to
Genesys’ failure to complete the 2020 Data Accuracy and Completeness Acknowledgement
(“DACA”).!

DECISION:

After considering the Medicare law, regulations and program instructions, the arguments
presented and the evidence submitted, the Provider Reimbursement Review Board (“Board” or
“PRRB”) finds that CMS’ decision to reduce Genesys’ APU for FY 2022 was proper.

INTRODUCTION:

Genesys is a general acute care hospital located in Grand Blanc, Michigan.? Genesys’ designated
Medicare administrative contractor’ is WPS Government Health Administrators (the “Medicare
Contractor”).*

In order to receive a full APU for FY 2022, CMS required providers to report certain data for
calendar year 2020 by pre-determined deadlines and to complete the annual Data Accuracy and
Completeness Acknowledgement (DACA) between April 1, 2021 and May 15, 2021.> On June
3, 2021, CMS notified Genesys that it did not meet the requirements of the Hospital Inpatient
Quality Reporting (“Hospital IQR”) program because it failed to submit the Data Accuracy and
Completeness Acknowledgement (“DACA”) by the deadline.® Genesys sought reconsideration
of the APU determination on June 30, 2021.7 On August 6, 2021, CMS denied Genesys’
reconsideration request and upheld its determination.®

On November 18, 2021, Genesys timely appealed that decision and has met the jurisdictional
requirements required for a hearing before the Board. On November 6, 2023, the Board granted
the parties’ joint request for a record hearing and the record was closed on December 6, 2023.
Genesys was represented by Elizabeth A. Elias, Esq., of Hall, Render, Killian, Heath and Lyman,

! Joint Stipulation and Motion (hereinafter “Stip.”) at § 2 (Oct. 3, 2023).

2 Medicare Contractor’s Revised Final Position Paper (hereinafter “Contractor’s Rev. FPP”) at 1 (Oct. 31, 2023).
The Board notes that the Provider refers to itself as “Genesys Regional Medical Center.” See Provider’s Final
Position Paper (Aug.4, 2023) (hereinafter “Provider’s FPP”) at 3; see also Exhibit (hereinafter “Ex.”) P-2 (Request
for Hearing). The Medicare Contractor refers to the Provider as “Ascension Genesys Hospital.” See Contractor’s
Rev. FPP at 1. The Board adopts the Provider’s naming convention but notes that the organization to which provider
number 23-0197 is assigned is “Ascension Genesys Hospital.”

3 CMS’ payment and audit functions under the Medicare program were historically contracted to organizations
known as fiscal intermediaries (“FIs”) and these functions are now contracted with organizations known as
Medicare administrative contractors (“MACs”). The relevant law may refer to FIs and MACs interchangeably, and
the Board will use the term “Medicare contractor” to refer to both FIs and MACs, as appropriate and relevant.
4MAC Rev. FPP at 1.

5 See Ex. C-3 (Fiscal Year 2022 Hospital Inpatient Quality Reporting Program Guide — Fiscal Year 2022 Payment
Determination/Calendar Year 2020 Reporting Period) at C-00026.

6 See Ex. C-2 Hospital IQR Program Annual Payment Update Notification Letter dated Jun. 3, 2021) at C-0007.

7 See Ex. C-4 (Provider’s Reconsideration Request Fax) at C-0040.

8 See Ex. P-1 (Final Determination dated August 6, 2021).
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P.C. The Medicare Contractor was represented by Scott Berends, Esq., of Federal Specialized
Services, LLC.

STATEMENT OF RELEVANT FACTS:

On October 3, 2023, the Parties jointly stipulated to the following factual and legal matters:

1. The parties have identified no impediments to Board
jurisdiction over this appeal.

2. The issue in this appeal is whether CMS’s reduction of the
Fiscal Year 2022 Annual Payment Update (“APU”) by one-
fourth was appropriate due to the Provider’s failure to complete
the 2020 Data Accuracy and Completeness Acknowledgement
(“DACA”).

3. 42 C.F.R. §412.140(a) requires CMS to use QualityNet as the
Inpatient Quality Reporting repository.

4. The MAC is not directly involved with the Inpatient Quality
Reporting process but receives information from CMS for the
purposes of completing briefing before the PRRB.’

With its Responsive Position Paper, Genesys offered the affidavit of the Quality Information
Specialist for the Genesys Regional Medical Center who attested that “[d]uring the COVID-19
pandemic, Genesys shifted workers to address critical areas of need.”'” The Quality Information
Specialist further attested that due to a shift in job duties, they were not able to participate in the
Health Care Quality Information Systems (“HCQIS”) Access Roles and Profile (“HARP”)
transition seminars offered by CMS.!!

The Quality Information Specialist also states that they “completed all of the reporting measures
for Genesys in the Spring of 2021,” and have “no reason to believe that I neglected to check the
box for the DACA acknowledgement,” and further, that they could not have reassigned the task
because all members of the Quality Management team were “redeployed to critical COVID-19
response roles elsewhere within the hospital.”!?

STATEMENT OF RELEVANT LAW:

A. Hospital Inpatient Quality Reporting Program Requirements

Data submission requirements under the Hospital IQR Program are set forth in 42 C.F.R.
§ 412.140 (Oct. 1, 2017), which states in pertinent part:

° Stip. at 9 1 — 4.

10 See Ex. P-15 (Affidavit of [Quality Information Specialist, Quality Management of the Genesys Regional Medical
Center]) at 9y 5.

1 See Ex. P-15 at § 8.

12 Ex. P-15 at 99 - 10.
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(a) Participation in the Hospital IQR Program. In order to
participate in the Hospital IQR Program, a section 1886(d) of the
hospital must-

(1) Register on QualityNet.org, before it begins to report data;

(2) Identify and register a QualityNet Administrator as part of the
registration process under paragraph (a)(1) of this section; and

(3) Submit a completed Notice of Participation Form to CMS if the
hospital is participating in the program for the first time, has
previously withdrawn from the program and would like to
participate again, or has received a new CMS Certification Number
(CCN).

[****]

(c) Submission and validation of Hospital IQR Program data.

(1) General rule. Except as provided in paragraph (c)(2) of this
section, subsection (d) hospitals that participate in the Hospital
IQR Program must submit to CMS data on measures selected
under section 1886(b)(3)(B)(viii) of the Act in a form and manner,
and at a time, specified by CMS. A hospital must begin submitting
data on the first day of the quarter following the date that the
hospital submits a completed Notice of Participation form under
paragraph (a)(3) of this section.

The Hospital IQR Program, at 42 C.F.R. § 412.140(c)(2) (Oct. 1, 2017), also sets forth a process
for extraordinary circumstances exceptions:

(2) Extraordinary circumstances exceptions. CMS may grant an
exception with respect to quality data reporting requirements in the
event of extraordinary circumstances beyond the control of the
hospital. CMS may grant an exception as follows:

(1) For circumstances not relating to the reporting of electronic
clinical quality measure data, a hospital participating in the
Hospital IQR Program that wishes to request an exception
with respect to quality data reporting requirements must
submit its request to CMS within 90 days of the date that
the extraordinary circumstances occurred. For
circumstances relating to the reporting of electronic clinical
quality measures, a hospital participating in the Hospital
IQR Program that wishes to request an exception must
submit its request to CMS by April 1 following the end of
the reporting calendar year in which the extraordinary
circumstances occurred. Specific requirements for
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submission of a request for an exception are available on
QualityNet.org.

(i1) CMS may grant an exception to one or more hospitals that
have not requested an exception if: CMS determines that a
systemic problem with CMS data collection systems
directly affected the ability of the hospital to submit data;
or if CMS determines that an extraordinary circumstance
has affected an entire region or locale.

Penalties for failure to report the required quality data under the IQR program are found in
42 C.F.R. § 412.64(d)(2)(1)(C) (Oct. 1, 2020):

(1) In the case of a “subsection (d) hospital,” as defined under
section 1886(d)(1)(B) of the Act, that does not submit
quality data on a quarterly basis to CMS, in the form and
manner specified by CMS, the percentage increase in the
market basket index (as defined in § 413.40(a)(3) of this
chapter) for prospective payment hospitals is reduced -

[****]

(C) For fiscal year 2015 and subsequent fiscal years, by one-fourth.

CMS also provides various materials as guidance on reporting protocols and requirements for
FFY 2022, including the Fiscal Year 2022 Hospital Inpatient Quality Reporting Program
Guide."® The Hospital Inpatient Quality Reporting Guide specifically states the following about
registering staff in the Hospital Quality Reporting (HCR) Secure Portal and maintaining an
active QualityNet security official:

1. Register Staff with QualityNet

Hospitals must register staff with QualityNet in order to submit a
Notice of Participation and begin reporting data, regardless of the
method used for submitting data. QualityNet registration directions
can be found at www. QualityNet.org. The Hospital Quality
Reporting Secure Portal 1s the only CMS-approved website for
secure healthcare quality data exchange.'

13 Ex. C-3 (Fiscal Year 2022 Hospital Inpatient Quality Reporting Program Guide, Fiscal Year 2022 Payment
Determination/Calendar Year 2020 Reporting Period). The Board takes administrative notice that Ex. C-3 is undated
and does not include page numbers, thus appearing as though the footer was omitted. This same guide can be found
in the QualityNet archives at
https://qualitynet.cms.gov/files/5f746a1f29b8560021e2c¢98f?filename=IQR_FY2022 Prog_Gde 092020.pdf (last
accessed May 21, 2025) and is dated September 2020. Therefore, the Board will rely on the QualityNet-archived
version of the Fiscal Year 2022 Hospital Inpatient Quality Reporting Program Guide.

4 Ex. C-4 at C-0019.
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Another guidance document on quality reporting protocols was an April 7, 2020 webinar hosted
by the CMS Inpatient Value, Incentives, and Quality Reporting (VIQR) Outreach and Education
Support Contractor.'?

The slides from the webinar provide the following timeline:

e Users will be able to establish their HARP credentials
beginning on Tuesday, April 7, 2020.

e Users wanting to access the new HQR portal will need to
establish their HARP credentials by Monday, June 15,
2020.

e Users that do not establish their accounts by Monday,
June 15, 2020 will need to contact the QualityNet Help
Desk to manually establish their credentials.'®

The webinar also referred providers to another resource, stating:

CMS created a HARP Transition User Guide to assist users in the
step-by-step process of establishing their HARP credentials,
linking their QualityNet accounts, and logging into the new HQR
portal with their HARP credentials.

e The user guide is available here:
https://www.qualitynet.org/training-guides#tab2'’

B. Exceptions and Extensions Due to Covid-19

On March 13, 2020, Secretary of Health and Human Services Alex M. Azar Il issued a Waiver
or Modification of Requirements Under Section 1135 of the Social Security Act (1135 Waiver”).
The 1135 Waiver provided that certain CMS requirements were waived or modified:

[] only to the extent necessary, as determined by [CMS], to ensure
that sufficient health care items and services are available to meet
the needs of individuals enrolled in the Medicare, Medicaid and
CHIP programs and to ensure that health care providers that
furnish such items and services in good faith, but are unable to
comply with one or more of these requirements as a result of the
consequences of [COVID-19], may be reimbursed for such items
and services and exempted from sanctions for such
noncompliance, absent any determination of fraud or abuse:

a. Certain conditions of participation, certification requirements,
program participation or similar requirements for individual
health care providers or types of health care providers,

15 Ex. P-6 (CMS Slide Deck re. HARP transition (April 7, 2020)).
16 Ex. P-6 at 000057 (emphasis in original).
17 Ex. P-6 at 000086.
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including as applicable, a hospital or other provider of services,
a physician or other health care practitioner or professional, a
health care facility or a supplier of health care items or
services, and pre-approval requirements.

[****]

3. Pursuant to Section 1135(b)(5), I also hereby modify
deadlines and timetables and for the performance of required
activities, but only to the extent necessary, as determined by
[CMS], to ensure that sufficient health care items and services
are available to meet the needs of individuals enrolled in the
Medicare, Medicaid and CHIP programs and to ensure that
health care providers that furnish such items and services in
good faith, but are unable to comply with one or more of these
requirements as a result of the COVID-19 pandemic, may be
reimbursed for such items and services and exempted from
sanctions for such noncompliance, absent any determination of
fraud or abuse.'®

On March 27, 2020, CMS issued guidance explaining that it was granting exceptions for certain
Medicare quality reporting programs due to COVID-19. This guidance stated, in part:

CMS is granting an exception to subsection (d) hospitals for the
following reporting requirements. Exceptions and extensions under
the Hospital Inpatient Quality Reporting (IQR) Program are in
accordance with policy finalized in the FY 2011 IPPS/LTCH final
rule (75 FR 50225). Exceptions under the Hospital-Acquired
Condition (HAC) Reduction Program are in accordance with
policy finalized in the FY 2016 IPPS/LTCH PPS final rule (80 FR
49579 through 49581). Exceptions under the Hospital Value-Based
Purchasing (VBP) Program are in accordance with policy finalized
in the FY 2014 IPPS/LTCH PPS final rule (78 FR 50704 through
50706). Exceptions under the Hospital Readmissions Reduction
Program are in accordance with finalized policy in the FY 2016
IPPS/LTCH PPS final rule (80 FR 49542 through 49543). These
rules establish that CMS is able to grant waivers or extensions to
hospitals that have not requested them when we determine that an
extraordinary circumstance, such as an act of nature, affects an
entire region or locale. We have stated that if CMS makes the
determination to grant a waiver or extension to hospitals in a
region or locale, we will communicate this decision through
routine communication channels to hospitals, vendors, and

18 Provider’s FPP at 00016; see also https://aspr.hhs.gov/legal/1135-Waivers/Pages/covid19-13March20.aspx (last
accessed May 21, 2025).
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Quality Improvement Organizations, including but not limited to
issuing memos, emails, and notices on CMS websites. '

With respect to DACA reporting requirements, the same guidance specifies:

For the Data Accuracy and Completeness Acknowledgement
(DACA) for hospitals participating in the Hospital IQR Program,
providers are excepted from submitting the DACA during the
April 1 through May 15 submission deadline for the reporting
period of January 1, 2019 through December 31, 2019.%°

C. Standard of Review and Burden of Proof

A Board decision must include findings of fact and conclusions of law that “the provider carried
its burden of production of evidence and burden of proof by establishing, by a preponderance of
the evidence, that the provider is entitled to relief on the merits of the matter at issue.”!
Additionally, “[a] decision by the Board shall be based upon the record made at such hearing,
which shall include the evidence considered by the [Medicare contractor] and such other
evidence as may be obtained or received by the Board, and shall be supported by substantial
evidence when the record is viewed as a whole.”?? In Consolidated Edison Co. v. NLRB, 305
U.S. 197, 230 (1938), the U.S. Supreme Court held, “[s]ubstantial evidence is more than a mere
scintilla. It means such relevant evidence as a reasonable mind might accept as adequate to
support a conclusion.”? Accordingly, in an appeal before the Board, a provider must prove by a
preponderance of substantial, relevant evidence that it is entitled to the relief sought. And while
the provider has the burden of proof, the Medicare contractor must “[e]nsure that the evidence it
considered in making its determination, . . . is included in the record.”?* Further, the “Board shall
afford great weight to interpretive rules, general statements of policy, and rules of agency
organization, procedure, or practice established by CMS.”?

DISCUSSION, FINDINGS OF FACT, AND CONCLUSIONS OF LAW:

To find in favor of Genesys (i.e., to find that the one-fourth APU reduction does not apply), the
Board must find that Genesys submitted the DACA by the deadline, or, if not, that an exception
applies. The DACA submission is due May 15th annually.?® As Genesys explained, prior to

19 Ex. P-8 (Exceptions and Extensions for Quality Reporting Requirements for Acute Care Hospitals, PPS-Exempt
Cancer Hospitals, Inpatient Psychiatric Facilities, Skilled Nursing Facilities, Home Health Agencies, Hospices,
Inpatient Rehabilitation Facilities, Long-Term Care Hospitals, Ambulatory Surgical Centers, Renal Dialysis
Facilities, and MIPS Eligible Clinicians Affected by COVID-19) at 000098 (emphasis added).

20 Ex. P-8 at 000100 (emphasis added).

2142 C.F.R. § 405.1871(a)(3) (as of Oct. 1, 2020).

2242 U.S.C. § 139500(d). This statutory provision further confirms that “[t]he Board shall have the power to affirm,
modify, or reverse a final determination of the fiscal intermediary with respect to a cost report and to make any other
revisions on matters covered by such cost report (including revisions adverse to the provider of services) even
though such matters were not considered by the intermediary in making such final determination.” See also

42 C.F.R. § 405.1869(a).

23 See also Pomona Valley Hosp. Med. Ctr. v. Becerra, 82 F.4th 1252, 1258-59 (D.C. Cir. 2023).

2442 C.F.R. § 405.1853(a)(3).

2542 C.F.R. § 405.1867.

2677 Fed. Reg. 53258, 53554 (Aug. 31, 2012). See also Provider’s FPP at 2.
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April 7, 2020, providers would report quality measures in QualityNet; after this date, “CMS
began transitioning to the HCQIS, Access Roles and Profile (“HARP”) system for most of the
IQR the reporting.”?’

Genesys admits that it did not submit the 2020 DACA submission.?® Genesys’s Reconsideration
Request, filed June 30, 2021, stated:

Unfortunately we were not aware that this did not get completed.
We received notification from a former employee that she had
received notification. We immediately reached out to correct the
issue. This has never been an issue in the past and we have always
been in good standing. Unfortunately an oversite [sic] on our end.”’

The Board finds that Genesys did not submit the DACA by the deadline. Because Genesys
admits to this fact, the Board need not consider allegations by the Medicare Contractor that the
Support Contractor notified Genesys of the DACA requirement®® or Genesys’s argument that the
burden of proof should be shifted to the Secretary.?!

Genesys contends that the failure to submit the data timely qualifies for an extraordinary
circumstances exception, as the COVID-19 Public Health Emergency warrants an exception
under 42 C.F.R. § 412.140(c)(2)(ii).*? In response to the public health emergency, CMS
eliminated the DACA reporting requirement for FFY 2021.3* Genesys acknowledges that there
was no such waiver of the DACA reporting requirement in place for FFY 2022, but pleads to the
Board to extend the Secretary’s § 1135 waiver.>* Genesys’s pleas are misguided, as such action
is outside of the Board’s authority.*®

Genesys did not request an extraordinary circumstances exception with respect to quality data
reporting requirements in accordance with the Hospital IQR Program requirements, i.e., within
ninety (90) days of the date that the extraordinary circumstances occurred.*® Genesys contends
that it was unable to do so because QualityNet was “officially decommissioned.”*” However,

27 Provider’s FPP at 2. See also https://qualitynet.cms.gov/getting-started which provides FAQs, user guides, and
other resources for the HARP system (last accessed May 22, 2025).

28 See Ex. P-2 (Request for Hearing — “Issue Statement Genesys Regional Medical Center 23-0197 FFY 2022”) at
000029.

2 Ex. C-4 at C-0041.

30 MAC Revised FPP at 5. The Medicare Contractor refers to the Support Contractor communication logs; however,
does not enter said logs into the record. Medicare contractors and FFS — by contract representing CMS — have an
obligation to develop the record. 42 C.F.R. § 405.1853(a)(3).

31 Provider’s Optional Reply Brief at 9, citing Pomona Valley Hosp. Med. Ctr. v. Becerra, 82 F.4th 1252 (D.C. Cir.
2023) (The Provider states, “CMS has provided no evidence to justify its refusal to grant an § 1135 Waiver for IQR
reporting requirements during COVID while it also maintained specific exception granting authority under 42
C.F.R. § 412.140. CMS has provided no evidence showing the alleged outreach that happened with Provider’s
representatives regarding the outstanding DACA submission.”)

32 Provider’s FPP at 11.

3 Id. at 10.

#1d at 11, 14.

35 See 42 C.F.R. § 405.1867.

3642 C.F.R. § 412.140(c)(2) (Oct. 1, 2017).

37 Provider’s FPP at 8.




Page 10 Case No. 22-0153

Genesys has provided no evidence that it made any attempt to contact the Support Contractor
regarding an exception or extension or for information regarding the process to request an
exception or extension.

The Board finds that Genesys has not met the requirements for an exception under 42 C.F.R.
§412.140(c)(2)(ii), as no such exception was granted by CMS for FFY 2022. In addition,
Genesys is not entitled to a Covid-19 exception under the Hospital IQR Program waiver that was
issued on March 27, 2020,%8 as the fiscal year under appeal in this case, FFY 2022, was not the
subject of that guidance. Although the Board recognizes the difficulty that the COVID-19
pandemic caused for many health care facilities, based on Genesys’ own admission, missing the
DACA reporting deadline was merely an “oversight” and “human error,** which does not rise to
the level of an extraordinary circumstance related to data collection system issues or issues that
affected an entire region or locale as determined by CMS.

Similarly, the Board finds that Genesys has not met the requirements for an exception under
42 C.F.R. §412.140(c)(2)(i), as Genesys did not attempt to obtain such an exception within the
required time.

Genesys also argues that CMS’s transition to HARP “when the nation was in the throes of the
COVID-19 pandemic™*’ was contrary to law and inconsistent with the IQR program
requirements.*! Genesys recounts that “CMS began transitioning to the [HARP] system for most
of the IQR reporting,” replacing the QualityNet portal in December 2020.** Genesys contends
that “CMS’s replacement of QualityNet.org with HARP is inconsistent with the federal
regulation that governs participation in the IQR program” and that “HARP transition materials
fail to adequately address that DACA is still done in QualityNet” and CMS “failed to inform
providers of the acceptable methods of updating contact information in the new HARP system
for IQR reporting.” ** Overall, Genesys “has called into question the legitimacy of the agency’s
conduct concerning the IQR process in general during the pandemic.”**

The Board is bound by the applicable existing Medicare law and regulation* and is without
authority to decide the legal questions of whether CMS’s transition to HARP was contrary to law
and inconsistent with the IQR program requirements,*® whether proper notice and comment
rulemaking took place,*” or whether CMS’s actions with regard to exceptions for quality data
reporting requirements when “QualityNet was decommissioned” were “arbitrary and

38 See https://aspr.hhs.gov/legal/1135-Waivers/Pages/covid19-13March20.aspx (last accessed May 21, 2025).

39 Provider’s FPP at 8.

0 1d. at?2.

41 See Id. at 7, See also, Provider’s Optional Reply Brief at 4.

42 See Provider’s Optional Reply Brief at 2.

B Id at4.

“Id. at 10.

4542 C.F.R.§ 405.1867.

46 Provider’s FPP at 7 (“CMS should not deny Provider’s good standing in the IQR program for FFY 2022 because
the creation of HARP/HQR and decommission of QualityNet is contrary to 42 CFR § 412.140(a).”)

47 Id. at 9 (“The agency should be entitled to no deference for this selective enforcement and should be barred from
any enforcement actions under 42 CFR § 412.140(c)(1) until such a time as the agency can update the regulation
through proper notice and comment rulemaking, as required by 42 U.S.C. § 1395hh(a)(2)”) and at 10 (“The changes
to HARP/HQR should have been first prefaced by updating these controlling regulations.”)
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capricious.”® Therefore, the Board makes no findings with regard to the aforementioned
arguments.

DECISION:

After considering the Medicare law, regulations and program instructions, the arguments
presented and the evidence submitted, the Board finds CMS’ decision to reduce Genesys’ APU
for FY 2022 was proper.
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4 Id. at 13 (“CMS’ actions here must be rejected as arbitrary and capricious, and the agency deserves no deference
for changing the IQR process in the middle of a public health emergency without better transitioning and notice to
providers.”)



