DEPARTMENT OF HEALTH & HUMAN SERVICES

Office of the Secretary
The General Counsel
Washington, D.C. 20201

January 8, 2021
Kathleen Waters
DaVita Inc.
2000 16th St.
Denver, CO 80202
Re: Good Guidance Petition Response 21-01
Ms. Waters,
On December 23, 2020, you submitted a petition on behalf of DaVita, Inc. to the
Department of Health and Human Services (“HHS” or “the Department”) pursuant to the HHS
Good Guidance Practices Regulation, 85 Fed. Reg. 78,770 (Dec. 7, 2020). See also 45 C.F.R.
§ 1.5(a)(1). Your petition, attached as Exhibit A, challenges the Centers for Medicare &
Medicaid Services (“CMS”) Transmittal 10368 1 and MLN Matters No. MM11871 2 and asserts
that through these sub-regulatory documents, CMS is unlawfully requiring dialysis facilities to
report dialysis treatment time on claims. The Department agrees and CMS will be amending
CMS Transmittal 10368 and MLN Matters No. MM11871 to remove this requirement.
In CMS Transmittal 10368, CMS instructed its Medicare Administrative Contractors
(“MACs”) to implement a new Value Code D6, which reflects the total number of minutes of
dialysis provided during the billing period. At the same time, CMS announced a new
requirement for End-Stage Renal Disease (“ESRD”) facilities: “ESRD facilities are required to
report VC D6 on ESRD claims, for in-facility or home hemodialysis maintenance, training, or
retraining treatments.” CMS Transmittal 10368 at 4. Shortly after making these contractor
directions public, CMS issued an MLN Matters guidance document advising ESRD facilities of
the new requirement to include treatment time on claims. See MLN Matters No. MM11871 at 1
(“PROVIDER ACTION NEEDED: This article informs you about . . . the new value code
required for reporting minutes of dialysis provided during the billing period.”).
CMS announced this requirement solely through sub-regulatory guidance. 3 If CMS
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Available at https://www.cms.gov/files/document/r10368otn.pdf.
Available at https://www.cms.gov/files/document/mm11871.pdf.
3
Although CMS previously solicited comments from the public on the collection of duration of treatment data,
CMS stated that it would take these comments into account “for future rulemaking.” 84 Fed. Reg. 60,648, 60,782
(Nov. 8, 2019). This is consistent with the Department’s earlier commitment to members of the public that “before
2

Transmittal 10368 and MLN Matters No. MM11871 did no more than explain existing
obligations, they would be permissible, because the Administrative Procedure Act (“APA”)
exempts interpretive rules from notice-and-comment rulemaking. See, e.g., Perez v. Mortg.
Bankers Ass’n, 575 U.S. 92, 96 (2015). However, if these documents constitute a legislative
rule—because they “affect[] individual rights and obligations”—then the APA requires CMS to
use notice-and-comment rulemaking. Morton v. Ruiz, 415 U.S. 199, 232 (1974). Similarly, if
the requirement to submit dialysis time on claim forms “establishes or changes a substantive
legal standard governing . . . payment for [Medicare] services,” then CMS is also bound to
proceed only through regulation. See Azar v. Allina Health Servs., 587 U.S. __, 139 S. Ct. 1804
(2019) (interpreting Social Security Act Section 1871).
These sub-regulatory documents are not interpretive rules; instead, they impose binding
new obligations that are not reflected in duly enacted statutes or regulations lawfully
promulgated under them. CMS regulations require dialysis facilities to “furnish data and
information to CMS and at intervals as specified by the Secretary.” 42 C.F.R. § 494.180(h).
The data and information “must . . . [i]nclude but not be limited to—(i) Cost reports; (ii) ESRD
administrative forms; (iii) Patient survival information; and (iv) Existing ESRD clinical
performance measures, and any future clinical performance standards developed in accordance
with a voluntary consensus standards process identified by the Secretary.” Id. § 494.180(h)(3).
Dialysis treatment time does not fall within these four specifically enumerated types of “data and
information” that facilities are required to submit to CMS. Although one ESRD clinical
performance measure in existence when this regulation was promulgated—adequacy of
dialysis 4—includes time as a component, CMS has never before required dialysis facilities to
submit time in one-minute intervals. Furthermore, when the agency did collect time
information, it did so only in 15-minute intervals and did not condition payment on this data
reporting.
Nor can CMS justify imposing this new requirement through sub-regulatory guidance by
relying on the regulation’s statement that the data and information that dialysis facilities must
submit “include, but [are] not . . . limited to,” the four specified types. 42 C.F.R.
§ 494.180(h)(3). To the extent this regulation purports to authorize the Secretary, through subregulatory issuances, to require the submission of additional data or other information not listed
in the regulation, it is invalid, as this would be an unlawful end-run around the notice-andcomment requirements of the APA and Social Security Act Section 1871.
CMS transmittals to MACs often contain directions to agency contractors that are not
intended to alter the behavior of regulated entities, and thus are usually not guidance documents.
In the case of CMS Transmittal 10368, the Department acknowledges the direction to contractors
refers to binding new obligations on ESRD facilities that constitute a substantive rule or legal
standards promulgated without notice and comment. CMS often releases MLN Matters articles
to provide helpful interpretive statements for members of the public. In the case of the MLN
Matters article No. MM11871, the Department agrees that the article lays out binding
any changes to the electronic reporting requirements based on the CPMs [clinical performance measures] are
enacted,” HHS would “provide notice and an opportunity for comment in the Federal Register.” 73 Fed. Reg.
20,370, 20,442 (Apr. 15, 2008).
4
See 73 Fed. Reg. at 20,441.

requirements that are not found in existing statutes or regulations by requiring ESRD facilities to
submit dialysis treatment time to CMS.
CMS will issue a correction for CMS Transmittal 10368 and modify MLN Matters No.
MM 11871 to withdraw the required submission of time on dialysis. Nonetheless, these data do
have clinical value, and CMS may explore collecting this information at a later time. If CMS
wishes to impose mandatory time collection as a condition of Medicare payment in the future, it
will only do so after engaging the public in notice-and-comment rulemaking. Thank you for
bringing this matter to the Department’s attention.

// Signed //
Robert Charrow
General Counsel
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