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|SSUE:

Were the pre-composite rate End Stage Rend Disease ("ESRD") screensinvaid and therefore not
gpplicable to limit the Provider's reimbursement for ESRD trestments?

STATEMENT OF THE CASE AND PROCEDURAL BACKGROUND:

Los Angedes County public hospitas (“the Providers') comprise agroup of four providerslocated in
Los Angdles Cdifornia. The Providers fiscd intermediary is Blue Cross of Cdifornia ("Intermediary™).
Thefiscal periods at issue are June 30, 1981, 1982, and 1983.* The parties stipulate that the issue
before the Provider Reimbursement Review Board ("Board") is purdly lega and that there are no facts
in dispute. They cal upon the Board to decipher the legdity of the ESRD pre-composite rate screens.

Legidative History of the ESRD Pre-Composite Rate Screens.

During the cost reporting years &t issue, the Providers were reimbursed by Medicare for the reasonable
costs incurred for the provision of servicesto Medicare beneficiaries. Title XVI1I of the Socid Security
Act, section 1861, codified at 42 U. S. C. § 1395x(v)(1)(A)et seq. The regulaions implementing this
statute appear at 42 C.F.R. 8§ 405.451 (redesignated at § 413.9, 1986).

In October 1972, Congress established the ESRD program by extending Medicare coverage to
insured individuas who required hemodiaysis or rena transplantation for this disease. Socid Security
Act Amendments of 1972, Pub. L. No. 92-603, § 2991, 1972 U.S.C.C.A.N. (Stat.) 1463, 1713
(codified a 42 U.S. C. § 426(e), (f), and (g). The pertinent section of the statute for purposes of this
apped wasto bein effect on July 1, 1973 and read, "the Secretary [of Health and Human Services
("Secretary™)] is authorized to limit rembursement under Medicare for kidney transplant and didysisto
kidney disease trestment centers that meet such requirements as he may by regulation prescribe. . .” 42
U. S.C. 426(e), (f), and (g).

The implementing regulations for the ESRD program were designated as "interim” regulations and
implemented without notice and comment. 38 Fed. Reg. 17,210 (June 29, 1973) to be codified at 42
C.F.R. §405.402(g). In pertinent part the preamble to that regulation reads,

! This case origindly aso concerned fisca years ended 6/30/76 and 6/30/78 through
6/30/80. However, prior to the hearing on June 4, 1996, the Providers and the
Intermediary agreed to settle the FY E 6/30/78 through 6/30/80 gppedl s through an
adminigrative resolution, and it was determined that FY E 6/30/76 had been mistakenly
included. Thus, FYE 6/30/76 isno longer at issue.
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The legidation authorizes the Secretary to limit reimbursement as he
may precribe by regulation. In view of the new issuesthat sem from
the virtuadly universal coverage of avery complex service, the absence
of prior experience, and possible precedents that the regulation may
establish, find decisons on Medicare payment and facility qudification
policies will require careful study and reeva uation based on operating
experience. Operationson July 1, 1973 are to be based on interim
regulations.... In addition, interim reimbursement levels and mechanisms
to be employed should not be construed to reflect the find policies
which will be adopted and which are expected to contain additiona
features providing incentives for effective and efficient performance.
During the interim period, limits will be goplied to reimbursement
amounts and services covered beyond which payment will be made,
i.e,, will be consdered reasonable and necessary, only if adequate
judtification is provided......

42 CF.R. 405.402(g).

Next, the Bureau of Hedlth Insurance ("BHI"), predecessor to the Hedlth Care Financing
Adminigration ("HCFA") issued Intermediary Letters ("IL") Sating the interim policies and procedures
concerning chronic rend disease.? The letters issued on June 29, 1973, were effective July 1, 1973,
and established specific dallar limits of $150 and $145° to dl provider and nonprovider facilities
rendering ESRD sarvices. SeelL Part A 73-25 and Part B 73-22. A year later, another IL was
issued dtering the reimbursement rate to $138 per treetment. Thisisthe rate in dispute in this apped.
SeelL Part A 74-26 and Part B 74-24 (August 1974). The interim reimbursement screens remained
in effect until the establishment of the composte rate

reimbursement system in August 1983. 48 Fed. Reg. 21,254 (May 11, 1983).*

Litigation ensued over the subject ESRD screens, specifically the Schupak v. Mathews decision
wherein the federa Didtrict Court for the Digtrict of Columbiainvaidated the 1973 IL in an action
brought by anon-provider. First the court found that the ESRD reimbursement policies set forth in the
1973 IL condtituted substantive rules not promulgated in accordance with the Administrative Procedure
Act ("APA"). The court went on to invaidate the 1973 IL "insofar asit imposes aformulafor the
caculation of an estimated customary charge for nonproviders under the chronic renal disease

2

Intermediary letters are guiddines for fiscd intermediaries that govern
reimbursement practices.

3

$ 145 was paid when the lab was billed separately.

N SeePart A IL 75-19 (May 1, 1975) extending interim ESRD screensto July 1,
1976 and Part A IL 77-35 (November 1977) extending ESRD screensindefinitely.



Page 4 CN:92-0110G

Medicareprogram.” Schupak v. Mathews, [1976 Transfer Binder] Medicare & Medicaid Guide
(CCH) 27,987, a 10,007 (D.D.C. Sept. 17, 1976), aff’d unpublished order (D.C. Cir. 1997). On
June 13, 1978, Congress enacted the End Stage Renal Disease Program Improvements. Pub. L. No.
95-292, 1978 U.S.C.C.A.N., 92, Stat. 307, codified at 42 U.S.C. § 426-1, 1395rr. This amendment
expressly repealed section 2991 and mandated that HCFA determine the amount of payment for
ESRD services under Part A of the Medicare program "in accordance with section 1861(v). This
section reguires regulations to establish the methods used in setting limits on.... costs ... of specific items
or servicesto be recognized as reasonable......” 42 U.S.C. 8§ 1395x(v)(1)(A). With respect to Part B
sarvices, the 1978 Act required HCFA to establish regulations for payments to providers for ESRD
sarvices, which wereto st forth:

methods and proceduresto (i) determine the costsincurred by providers of services
and rend dialyssfadilitiesin furnishing covered services to individuas determined to
have end-stage rend disease, and (ii) determine, on a cost-related basis or other
economica and equitable bass (including any amount authorized under section 1861
(v)), the amounts of payments to be made under Part B services furnished by such
providers and facilities to such individuds.

codified at 42 U.S.C. 1395rr (b) (2) (B) &t seg.

PROVIDERS CONTENTIONS:

The Providers chalenge the pre-composite rate ESRD screens on three primary grounds. First the
Providers contend that the screens were established without notice and comment violating the
procedurd requirements of the APA. Second, the 1973 interim regulation was without statutory
authority when promulgated and was expressy repeded, and thus invadid with the enactment of the
1978 Act. Finaly, the Providers assert that the screens were established in amanner that was
arbitrary, capricious, an abuse of discretion, and contrary to the law and therefore, violated the
subgtantive requirements of the APA.

With respect to the Providers contention that the screens violated the procedura requirements of the
APA, the Providers argue that the Intermediary Letter established the screens without the required
notice and comment, and as such, areinvalid. 5 U.S.C. § 553(b), () &t seq. United States v.
Picciotto, 850 F.2d 345, 346 (D.C. Cir. 1989); Mt. Diablo Hospital Didrict v. Bowen, 860 F. 2d
951, 956-57 (9th Cir. 1988); and Linoz v. Heckler, 800 F.2d 871, 878 (9th Cir. 1986).°

Moreover, the directives contained in those letters do not qualify under the APA exceptions for
interpretive rules, genera statements of policy, or rules of agency organization, procedure, or practice. .
.5U.S.C. §553(b) et seq. The Providers argue that interpretive rules are those that

° Tr. at p. 40.



Page 5 CN:92-0110G

“clarify or explain existing law or regulations and are by that “non-binding,” and do not foreclose
dternate courses of action or conclusvely affect the rights of private parties.” Haggtaff Medica Center
Inc. v. Sullivan, 962 F.2d 879, 876 (9th Cir. 1992) and Batterton v. Marshal 648 F.2d 694, 702
(D.C. Cir. 1980). Conversdly, subgtantive rules are those that effect a change of existing law or policy.
Powderly v. Schweiker, 704 F.2d 1092 (9th Cir. 1983) and Hagdaff, 962 F.2d at 866.

The Providers contend that because the ILs & issue congtituted an entire reimbursement scheme for
outpatient didyss, they amounted to substantive rules under the APA and the controlling case
precedent. The limits and requisite judtifications were clearly substantive because they affected a
provider's ability to seek reimbursement for didyss services. The Providers dso assert that the Digtrict
Court for the Didtrict of Columbia specificaly found partidly invdid, the 1973 IL, because it amounted
to a subgtantive rule and was not promulgated in accordance with the APA. Schupak v. Mathews,
[1976 Transfer Binder] Medicare & Medicaid Guide (CCH) 27,987, a 10,004 (D.D.C. Sept. 17,
1976), aff’d unpublished order(D.C. Cir. 1977). Specificdly, the court stated that the 1973 IL
"directly controls the rembursement to be paid to didyssfacilitieq,] ... is definitive, new, and
controlling, and is precisaly the sort of regulation required to be impaosed only pursuant to the rule
meaking requirements of the APA." Id. The Providers claim that the Schupak court invaidated the very
same screens a issue here. As such, the Providers maintain that the provider-based screens, like the
non-provider screens, are substantive rules that could only be vaidly enforced if promulgated in
accordance with the notice and comment provisons of the APA.

The Providers aso contend that the interim regulation was not meant to remain in effect for ten years.
Further, the language of the regulation stated that "rules may be developed for establishing limits on
costs and services above which reimbursement shal be made only upon gppropriate justification.” 38
Fed. Reg. 17,210, 17,211-212 (June 29, 1973), (codified at 42 C.F.R.

8 405.402(g) et seg. Moreover, the regulation authorized the issuance of “temporary indructions
modifying the provisons of this subpart ... in order to implement [the ESRD Program].” 1d. (emphasis
added). Therefore, the Providers assert that the regulation was temporary by its own terms and
required that rules be developed for formulating ESRD reimbursement limits. Next, the Providers
contend that the regulation was without statutory authority when promulgated and expresdy invdid as
of October 1978. Firg, the statute did not authorize the Secretary to promulgate a regulation alowing
for temporary screens. Second, Congress repeded section 2991 in 1978, thust removing the only
datutory authority for the 1973 regulation. See 1978 Act, 881 (b)(1), 6. Further, the 1978 amendment
expressly mandated new regulations to implement the ESRD relmbursement mechanism. Therefore, if
the Board concludes that the 1973 interim regulation provides support for the promulgation of the
ESRD screens, without following the notice and comment provisions of the APA, the 1973 regulation
could not do so after Congress repealed the only statutory basis for the 1973 regulation. See Bowen v.
Georgetown University Hospital, 109 S. Ct. 468, 471 (1988). Accordingly, the Providers claim that
thereis no statutory authority for the interim regulation after 1978 and therefore, the Board must rule its
goplication to the Providers, unlawful.
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Findly, the Providers contend that the pre-composite rate ESRD screens which were established
violated the substantive requirements of the APA. See 5 U.S.C §706 (2)(A); See also Motor Vehicles
Mfrs. Assn. v. State Farm Mut. Auto Ins. Co. 103 S. Ct. 2856 (1983). The APA requires that an
agency mugt “examine the relevant data and articulate a satisfactory explanation for itsaction ... .” 1d.
at 2866. To thisend, the Providers argue that during the ten years that the pre-composite rate ESRD
screens were in effect, HCFA provided no information regarding the basis for its methodology for the
establishment of the screens. Moreover, the Didtrict Court for the Didrict of Columbiafindings
concerning the ILs a issue here clearly support its postion. Specificdly, the court found that the ESRD
screens were adopted without publication or explanation” ... [and] “thereis no evidence in the record
of the basis for or methodology by which HCFA derived the $138 screen.” Clevdand Clinic
Foundationv. Sullivan, [1992-1 Transfer Binder] Medicare & Medicaid Guide (CCH) 139,519 and
27,487-48 (D.D.C. July 30, 1991) (emphasis added). Moreover, with respect to the apped at issue
and in the companion cases, the Providers specificaly sought the information through a FOIA request.
However, HCFA responded by stating thet it did not have any information respongve to the Providers
request. Hence, the Providers assert that HCFA'stotd lack of documentation supporting the screens,
and itstota disregard of Congressond mandate, clearly requires that the screens be invdidated as
"arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with thelaw.” 5U.S.C. §
706 (A).

INTERMEDIARY'S CONTENTIONS:

The Intermediary contends that the Board should, on its own motion, submit this gpped for expedited
judicia review (“EJR”) because it does not have the authority under 42 C.F.R. § 405.1867 to review
the Providers challenge to HCFA's palicy, procedure and established practices asthey relate to the
ESRD pre-compositerate. Alternatively, the Intermediary asserts that, in the event the Board accepts
jurisdiction over this gpped, HCFA had the requisite statutory and regulatory authority to implement the
ESRD screens at issue. Thereby, HCFA did not violate either the substantive or procedura
requirements of the APA.®

The Intermediary contends that the Board must dismissthis gpped because it lacksjurisdiction to
review HCFA's policy, procedure, and established practices, pursuant to the governing Medicare
regulations. The Intermediary asserts that the regulation specificaly requiresthat the "Board shdl afford

grest weight to interpretive rules, generd statement of policy, and rules of agency organization,
procedure, or practice established by HCFA." 42 C.F.R. § 405.1867 (emphasis added). Accordingly,

® The Board finds that the position paper filed by the loca planisfor the most part

indecipherable. As such, the Board has to the best of its ability, gleaned the
Intermediary’ s position from thet filing and from the ord argument presented by
Intermediary’ s counsd.
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the Board must elther dismissthe Providers apped or issue an order for EJR under the regulation at 42
C.F.R. 405.1842(c) et seq.’

The Intermediary contends that the Secretary had the statutory authority to fix the ESRD rate under the
Socia Security Act Amendments of 1972, Pub. L. No. 92-603, 2991, 1972 U. SC.C.A.N. (Stat)
1463, 1713 (codified at 42 U.S. C. § 426(e), (), and (g)). Specificaly the amendment authorizes the
Secretary to "limit rembursement under Medicare for kidney transplant and didysis to kidney disease
treatment centers which meet such requirements as he or she may by regulation prescribe. . .” 42
U.S.C. 8426 (g) (emphasis added). The Intermediary contends that Congress use of the phrase "may
by regulation” rather than the term "shall," declares the Secretary’ s clear authority to limit reimbursement
for ESRD sarvices.

The Intermediary contends that the Secretary's actions in not promulgating find regulations until 1983
did not breach the provisons of the APA. The interim regulations clearly stated that HCFA had no
experience with the delivery of ESRD services. Moreover, the regulations specificaly described the
sarvices as very complex. Accordingly, the Intermediary maintains that an interim period for the
regulation at issue was gppropriate under the circumstances.

The Intermediary dso damsthat during the interim period, limits on reimbursement would be

applied to "amounts and services covered beyond which payment will be made, i.e., will be considered
reasonable and necessary, only if adequate justification is provided.” 38 Fed. Reg. 17,210 (June 29,
1973), (codified at 42 C.F.R. § 405.402 (emphasis added). Therefore, if the Providers were
dissatisfied with its rembursement, they should have availed themselves of the exception processto
judtify the cogts of furnishing ESRD sarvices.

The Intermediary contends that the methodology of communicating the establishment of the

ESRD rates was pursuant to statute, a the option of the Secretary. The Intermediary claims that
communiceating the rates through Intermediary L etters was gppropriate and the Providers chalenge of
the same based on both procedura and substantive provisons of the APA iswithout support. The
regulation tipulated the method of reimbursement through the interim period with the exception for
providers whose costs exceeded the limit. Accordingly, the Intermediary maintains that setting the rates
through Intermediary Letter did not violate the APA.

! The local Intermediary who prepared and filed the position paper in this apped
urged the Board to EJR this gppeal on its own motion pursuant to 42 CF.R. §
405.1842(c). However, during the hearing, Intermediary’ s counsel made its own
motion that the Board order the EJR of thisissue in the apped here aswdl asthe
companion cases, claiming that the Board is without the authority to decipher the
propriety of the ESRD screens at issue. Tr. at 26.
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With respect to the Providers challenge premised on the notice and comment provisions of the APA,
the Intermediary asserts that those provisons are ingpplicable. The Intermediary Letters at issue clearly
come under the exceptions for "interpretive rules, generd statements of policy. or rules of agency
organization, procedure, or practice.” 5 U.S.C. 8553(b)(3)(A) et seq (emphasis added). Assuch,
publishing the pre-composite rates through the subject Intermediary Letters fell within the notice and
comment provisons of the regulations.

CITATION OF LAW, REGULATIONS & PROGRAM INSTRUCTIONS:

1. Law:

Title XVIII of the Socia Security Act:

§ 1861 - Miscellanous Provisions

§1861 (v) - Reasonable Cost

5U.S.C. 8553 et seq. - Administrative Procedure Act

5U.S.C § 706 et seq. - Scope of Review

42 U.S.C. 8426(e), (f) and (g) - ESRD Coveragel Socid Security Amendments
of 1972

42 U.S.C. § 139500 - Provider Reimbursement Review Board

42 U.S.C.8 1395rr et seg. - ESRD Program Improvements

42 U.S.C.8 1395x(V) €t seq. - Reasonable Costs

2. Other Statutes:
Public Law 92-603 (1972) et seq.
Public Law 95-292 (1978)

3. Requlations - 42 C.F.R.:

8 405.402 et seq. - Cost Reimbursement; Generd
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8 405.451 - Criteriafor Determination of Reasonable
Charges for Items and Services Furnished by
Independent ESRD Fecility before August 1,

1983
88 405.1835-.1841 - Board Jurisdiction
§ 405.1842 et seq. - Expedited Judicial Review
§ 405.1867 - Sources of Board Authority
§413.9 - Cost Related to Patient Care

4. Federd Reqiger:

38 Fed. Reg. 17,210, 17,211 -212 (June 29, 1973)
48 Fed. Reg. 21,254 (May 11, 1983)

5. Part A Intermediary L etters:

73-25 Chronic Renal Disesse - Interim Policies/Procedures

73-24 Chronic Rend Disease - Facility Resmbursement

74-26 Chronic Renal Disaease - Reimbursement Screen

75-19 Chronic Rend Disease - Provider Reimbursement

77-35 Rend Disease Screens - Reimbursement for Outpatient Didysis
78-9 Submisson of Rend Didysis Facility Cost and Statisticd [nformeation

82-1 End Stage Rend Disease Facilities - Documentation for Exception to Payment
Screens

6. Part B Intermediary L etters:

73-22 Chronic Rena Disease - Interim Policies/Procedures

74-24 Chronic Rena Disease - Reimbursement Screens
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7. CaeLaw:

Batterton v. Marshall, 648 F. 2d 694 (D.C. Cir. 1980).

Bowen v. Georgetown University Hospital, 109 S. Ct. 468 (1988).

Chevron, U.SA., Inc. v. Natural Resources Defense Council, Inc., 104 S. Ct. 2778 (1984).

Cleveland Clinic Foundation v. Sullivan, [1992-1 Transfer Binder] Medicare & Medicaid
Guide (CCH) 139,519 (D.D.C. July 30, 1991).

Flagstaff Medica Center, Inc. v. Sullivan, 962 F. 2d 879 (9th Cir 1992).

Linoz v. Heckler, 800 F. 2d 871 (9th Cir. 1986).

Motor Vehicle Manufacturers Association v. State Farm Mutua Automobile Insurance
Co., 103 S. Ct. 2856 (1983).

Mt. Diablo Hospital Didtrict v. Bowen 860 F. 2d 951 (Sth Cir. 1988),

Powderly v. Schweiker 704 F. 2d 1092 (9th Cir. 1983).

Schupak v.Mathews, [1976 Transfer Binder] Medicare & Medicaid Guide (CCH) 1
27,987 (D.D.C. September 17, 1976), aff’d unpublished order (D.C. Cir. 1977).

United States v. Picciotto, 850 F.2d 345, 346 (D.C. Cir. 1989).

FINDINGS OF FACT, CONCLUSIONS OF LAW AND DISCUSSION:

The Board, after consideration of the facts, parties contentions, evidence presented, and testimony
elicited at the hearing, finds and concludes as follows:

The Board concludes that it has the authority pursuant to Medicare Satute and regulation to adjudicate
the vaidity of the ESRD screens which were indtituted through ILs. Further, the Board finds that the
ESRD screens were established without following the required notice and comment provisions of the
APA. The Board dso concludes that because the creetion of reimbursement limitsis not, by definition,
an interpretive rule under the relevant case authority, the ILs establishing the screens do not fal within
the APA exceptions. Therefore, the Secretary was required to follow rule making procedures. 5
U.S.C. §553(b)(A) et seq. The Board rulesthat thereis substantia evidence in the record to conclude
that the screens were established in an arbitrary and capricious manner and thus are violative of the
subgtantive requirements of the APA. 5 U. S.C. 8§ 706 (2)(A). Accordingly, the Board finds that the
ESRD screens are invalid, and as such, may not be gpplied to the Providers.
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Legidative History of the ESRD Pre-Composite Rate Screens.

During the cost reporting years at issue, the Providers were rembursed by Medicare for the
"reasonable costs' incurred for the provision of servicesto Medicare beneficiaries. Title XVIII of the
Socia Security Act, section 1861, codified at 42 U.S.C. 8 1395x(V)(1)(A) et seg. Theregulations
implementing this statute appear at 42 C.F.R. § 405.451 (redesignated at 42 C.F.R. § 413.9).

In October 1972, Congress established the ESRD program by extending Medicare coverage to
insured individuas who required hemodidysis or rena transplantation for this disease. Socid Security
Act Amendments of 1972, Pub. L. No. 92-603, § 2991, 1972 U.S.C.C.A.N. (Stat.) 1463, 1713
(codified at 42 U.S.C. 8§ 426(e), (f), and (g)). The pertinent section of the statute for purposes of this
apped wasto bein effect on July 1, 1973 and read, "the Secretary [of Health and Human Services
("Secretary™) is authorized to limit reimbursement under Medicare for kidney transplant and dialysisto
kidney disease treatment centers that meet such requirements as he may by regulation prescribe. . . ."
42 U.S.C. §426(e), (f), and ().

The implementing regulations for the ESRD program were designated as "interim” regulations and
implemented without notice and comment. 38 Fed. Reg. 17,210 (June 29, 1973) to be codified a 20
C.F.R. 8§ 405.402(qg). In pertinent part the preamble to that regulation reads:

[t]he legidation authorizes the Secretary to limit reimbursement as he may prescribe by
regulation. Inview of the new issues that sem from the virtudly universa coverage of a
very complex service, the absence of prior experience, and possible precedents that the
regulation may establish, fina decisons on Medicare payment and facility qudification
policieswill require careful study and reeva uation based on operating experience.
Operations on July 1, 1973 are to be based on interim regulations.... In addition, interim
reimbursement levels and mechanisms to be employed should not be construed to
reflect the fina policies which will be adopted and which are expected to contain
additiond features providing incentives for effective and efficient performance. During
the interim period, limits will be gpplied to rembursement amounts and services
covered beyond which payment will be made, i.e., will be consdered reasonable and
necessary, only if adequate justification is provided....

38 Fed. Reg. 17,210 (June 29, 1973).
Next, the Bureau of Health Insurance ("BHI"), predecessor to the Hedth Care Financing

Adminigration ("HCFA") issued Intermediary Letters ("IL") stating the interim policies and procedures
concerning chronic rend disease.® The letters issued on June 29, 1973, were effective July 1, 1973,

8 Intermediary Letters are guiddinesfor fiscd intermediaries that govern
reimbursement practices
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and established specific dallar limits of $150 and $145° to al provider and non-provider facilities
rendering ESRD sarvices. See IL Part A 73-25 and Part B 73-22. A year later, another IL wasissued
adtering the reimbursement rate to $138 per trestment. Thisisthe rate in dispute in this gpped. See IL
Part A 74-26 and Part B 74-24 (August 1974). The interim reimbursement screens remained in effect
until the establishment of the composite rate rembursement system in August 1983.%° 48 Fed. Reg.
21,254 (May 11, 1983).

Litigation ensued over the subject ESRD screens, specificaly the Schupak v. Matthews decison
wherein the federa Didrict Court for the Didrict of Columbiainvalidated the 1973 IL in an action
brought by anon-provider. Firg the court found that the ESRD reimbursement policies set forth in the
1973 IL condtituted substantive rules not promulgated in accordance with the

Adminigrative Procedure Act (“APA™). The court went on to invdidate the 1973 IL "insofar asit
imposes aformulafor the caculation of an estimated customary charge for non-providers under the
chronic renal disease Medicare program.” Schupak v. Matthews, [1976 Transfer Binder] Medicare &
Medicaid Guide (CCH) 127,987, a 10,007 (D.D.C. Sept. 17, 1976), aff’d unpublished order (D.C.
Cir. 1977).

Fifteen years | ater, the same court addressed the vaidity of the ESRD screensin Cleveland Clinic
Found, v. Sullivan, [1992-1 Transfer Binder] Medicare & Medicaid Guide (CCH) 139,519 (D.D.C.
July 30, 1991) ("Clevdand"). Thedigtrict court noted that the subject screens were adopted without
publication or explanation” ... [and] there is no evidence in the record of the basis for or methodology
by which the Secretary derived the $ 138.00 screenin 1973." 1d. at

127,487. The court, after noting the lack of substantive justification for the screens, set aside the
HCFA Adminigrator's ruling and remanded to the Secretary "in order that he may supplement the
adminigtrative record to explain the basis and judtification for the $138.00 screen.” Id. at 127,488.

Ondune 13,1978, Congress enacted the End Stage Renal Disease Program Improvements. Pub. L. No.
95-292, 1978 U.S.C.C.A.N., 92, Stat. 307, codified at 42 U.S.C. § 426-1, 1395rr. This amendment
expresdy repealed section 2991 and mandated that HCFA determine the amount of payment for ESRD
Svicssunde Pat A of the Medicare program "in accordance with section 1861(v). This section requires
regulations to establish the methods used in setting limits on.... cods ... of specific items or services to be
recognized as reasonable......” 42 U.S.C. § 1395x(v)(1)(A) et seq. With respect to Part B services, the
1978 Adt required HCFA to establish regulations for payments to providers for ESRD services, which set
forth:

° $145 was paid when the laboratory was separately billed.

10 See Provider Exhibit 5-- Part A IL 75-19 (May 1, 1975) extending interim ESRD
screensto July 1, 1976 and Provider Exhibit 6 -- Part A 1L 77-35 (November
1977) extending ESRD screensindefinitely
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meahodsand proceduresto: (1) determine the costsincurred by providers of services and
rad ddysis fadilities in furnishing covered services to individuas determined to have end-
dage rend disease, and (2) determine, on a cost-related basis or other economical and
equitable basis (including any amount authorized under section 1861 (v)), the amounts of
payments to be made under Part B services furnished by such providers and facilities to
such individuds.

1978 Act, § 2, codified a 42 U.S.C. § 1395 (b)(2)(B) et seq.

With respect to the process for requesting an exception from the pre-composite rate ESRD screens, the
Secretary's indructions were contained in ILs. Specificdly, IL 78-9 and IL 82-1, required providersto
smit an ESRD oot questionnaire with its annual cost report. 1f aprovider incurred cost above the ESRD
screens, the provider was responsible for submitting documentation to support the reasonableness of the
additional rembursement. The lettersingtructed the intermediaries to examine the reasonableness of the
costs as compared to peer group facilities.

Discusson:

TheBoard concludes that it has jurisdiction to decipher the vaidity of the subject ESRD screens pursuant
tothe statute at 42 U.S.C. § 139500 and the regulations at 42 C.F.R. 88 405.1835-1841. Specifically,
theregulation setting forth the sources of the Board's authority states, that “the Board must comply with al
theprovisonsof title XVII1 of the Act and regulations issued thereunder, as well as HCFA Rulings.... The
Board shdl afford great weight to interpretive rules, generd statements of policy, and rules of agency
argani zation, procedure, or practice established by HCFA." 42 C.F.R. 8405.1867. The Board finds that
the ILs a issue are neither statutes nor regulations, and as such, an assessment of their vaidity here is
appropriate under the circumstances presented. Accordingly, the Board will not expedite thisissue for
judicia review under the procedures set out in 42 C.F.R. § 405.1842(a) et seq.

The Board concludes that the ESRD screens were established without following the required notice and
comment provisions of the APA. 5 U.S.C. 8§ 553(b) and (c) &t seq. A subgtantive rule implemented
without following the procedurd rule making requirements of the APA isinvdid. Mt. Diablo Hospital
Didrict v. Bowen, 860 F.2d 951, 956-57 (9th Cir. 1988). The Board finds that the screens indtituted
through ILsoondtituied the entire reimbursement scheme for dialysis services for aten year period. Further,
the screens cannot be characterized as "interpretive’ rules which are excepted from the procedurd rule
meking requirements of the APA, because interpretive rules only include “those which merdy darify or
explain exiging law or regulaions. .”

Powderly v. Schweiker, 704 F.2d 1092, 1098 (Sth Cir. 1983).

The Board opines that its finding that the screens were implemented by substantive rule rather than an
"inapretive’ ruleis supported by the federd didtrict court's ruling in Schupak. The digtrict court held that
apationof the 1973 IL at issue here was invaid as a subgtantive rule not promulgated in accordance with
the APA. See Schupak at 10,004. Specificaly, the court stated, that the 1973 IL "directly controls the
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reimbursement to be paid to didyssfadilities, . . . hasasubstantia impact on the rights of those facilities
[] .. isdefinitive, new . and controlling, and is precisdy the sort of regulation required to be imposed only
pursuant to the rule making requirements of the APA." 1d. Accordingly, the Board concludes that the
screens were established in violation of the procedurd requirements of the APA and are invdid.

TheBoaddsnagrees with the Providers observation that the Secretary's 1973 interim regulation was not
intended to establish cost limitations for a ten year period without going through the formd rule making
process. That regulation stated that "rules may be developed for establishing limits on costs and services
above which reimbursement shall be made only upon appropriate judtification.” 38 Fed. Reg. 17,210,
17,211-212, June 29, 1973 (later codified at 20 C.F.R. § 405.402(g) and subsequently redesignated to
42 C.F.R. § 405.402(qg)). Further, the language of the interim regulation only authorized the issuance of
"temporary indructions' to implement section 2991 of the Act. 1d. The Board opines that ten yearsis an
excessveamount of time to impose areimbursement limitation without formal rule making. Moreover, the
Board concludes that the screens implemented through the Intermediary Letters a issue were temporary
innetureand scope. As such, the application of the screens to the Provider's ESRD codts, eight, nine, and
ten years after the screens were established was improper.

The next inquiry for the Board is whether the subject ESRD screens were etablished in violation of the
subgtantive requirements of the APA. The APA dedlares unlawful any agency action which is"arbitrary
capricious, an abuse of discretion, or otherwise not in accordance with the law. . .”

5U.S.C. 8§ 706(2)(A); see dso Motor Vehicle Mfrs. Assn v. State Farm Mut. Auto. Ins. Co.

103 S. Ct. 2856, 2865 (1983). Further, the agency must "examine the relevant data and articulate a
sidadary explanation for itsaction. . . ." 1d. at 2866. Moreover, if Congress has "explicitly left agap for
theagancy to fill," the agency's regulations, pursuant to the gap, are not given controlling weight if "they are
arbitrary, capricious, or manifestly contrary to the statute” Chevron U.S.A, Inc. v. Natural Resources
Defense Council, Inc., 467 U.S. 867 (1984).

The Board finds that it was presented with persuasive testimonia evidence from the Providers expert
witness, Dr. Richard Rettig, concerning the implementation of the ESRD program and the establishment
of the cogt limitations et issue. Dr. Rettig demonstrated his extensive knowledge of the ESRD program**
and authored a report entitled "Implementing the End-Stage Disease Program of Medicare’ which was
sponsored by HCFA.*? This report covers the legidative history of the Kidney Entitlement Amendment,
of the Socid Security Amendments of 1972, section 2991,** and was used to establish the interim
regulations.**

1 See generdly tr. at 30-81.
12 Tr. at 31 and Provider Exhibit 71
13 Tr. at 32 and Provider Exhibit 71.

" Id.
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The Board found convincing Dr. Rettig's confirmation of the findings of the federa didtrict court n
Cevdad, that there was no evidence of the basis for the methodology by which HCFA derived the 1973
syeas™ Further, he concluded that the data used to establish the screens was "sketchy" and "skimpy.'®
The Board dso observed that HCFA did not, and could not, produce the data used to determine the
sresnamout even though a FOIA request was made.*” This factor together with the circumstancesin the
Cevdand case clearly support the Board's conclusion that the data used was insufficient to set the screens
andlimit ESRD reimbursement for aten year period.*® Accordingly, the Board finds that establishment of
the screens, which amounted to a limit on reimbursement for ESRD services for a ten year period, is
arbitrary, capricious, and not in accordance with the law. As such, the screens. violate the substantive
directives of the APA 5U.S.C. § 706 (2)(A) and Motor Vehicle Mfrs, Assn v. State Farm Mut, Auto.
Ins, Co., 103 S. Ct. 2856, 2865 (1983).

Theefore, theBoard concludes that the subject ESRD screens are invalid, and as such, may not be applied
to the Providers. The Board reverses HCFA's determination.

With respect to the Providers argument that there was no statutory basis for the interim regulation, the
Boaddsagrees. Under the dictates of Chevron, the Board concludes that Congress clearly intended the
Secretary to implement the ESRD program, including the gathering of data to develop arembursement
ghamefor the program. The interim regulations accomplished that purpose. However, as the Board has
already ruled, an interim period of ten years is ingppropriate under any standard. The Board dso
ocondudes that it does not need to reach the issue of whether the statutory authority for the regulation was
repealed. The Providers argue that the referenced reped invdidated the interim regulation the Secretary
relied upon to establish the screens. However, the Board concludes that the screens were smply
implemented in violaion of both the procedurd and substantive dictates of the APA. Accordingly, their
application to the Providers was improper.

DECISION AND ORDER:

TheBoadfindsthet the pre-composite rate screens established through the 1973 intermediary |etter violate
theproosdurd and substantive requirements of the APA. Accordingly, the Board concludesthat HCFA's

5 Tr. at 52.
16 Tr. a 42 and 46.
o See Provider Exhibit 36.

18 With respect to the Clevdland case, the Board observesthat if the data had been
produced as required by the court order, then it should have been available for
production at the time the FOIA request was made. Hence, even though there
was no further proceedingsin Cleveland an inference may be drawn that data does
not exist to support the establishment of the screens.
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glictionof thesreens to the Providers ESRD costs was improper, and, therefore, the Providers should
be reimbursed its reasonable costs.
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