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Memorandum Summary

This letter supersedes the November 14, 2005 guidance found in S&C-06-04 regarding
the interpretation of 42 CFR 485.610(c), concerning CAH location relative to other
hospitals or CAHSs, and 42 CFR 485.610(d), concerning relocation of CAHs with a
necessary provider designation.

This revised guidance explains the criteria to be used by the CMS Regional Offices
(ROs) in determining whether or not a CAH applicant satisfies the regulatory
requirement to be located more than 35 miles from another CAH or hospital, and how
to determine whether the CAH is eligible for application of the shorter, 15-mile
standard due to mountainous terrain or lack of primary roads.

The revised guidance also explains criteria to be used by ROs to determine whether a
CAH with a necessary provider designation remains essentially the same provider,
serving the same service area after relocation, thereby qualifying the CAH to retain its
necessary provider designation and Medicare provider agreement.

Appendix W, Survey Protocol, Regulations and Interpretative Guidelines for Critical
Access Hospitals, and Chapter 2, Certification Process, Sections 2255B and 2256F of
the State Operations Manual will be revised to reflect the new guidance.

A provider applying for CAH designation must, among other criteria, satisfy the requirement at
42 CFR 485.610(c) that it is located more than a 35-mile drive from another hospital or CAH.
The regulation permits reduction of this distance requirement to more than a 15-mile drive in the
case of mountainous terrain or in areas with only secondary roads available.
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The determination of whether or not a CAH applicant has met the requirements of §485.610(c)
will be made by the RO, generally prior to a State Survey Agency (SA) or accreditation survey.
The RO will utilize the guidance provided in Chapter 2 of the SOM, Section 2255B in making

this determination.

Prior to January 1, 2006, States had the authority to waive the CAH location relative to other
facilities requirement (i.e., that a CAH be more than a 35-mile drive from other hospitals or
CAHSs) by designating a facility as a necessary provider CAH. Section 405(h)(2)(B) of the
Medicare Prescription Drug, Improvement, and Modernization Act (MMA) of 2003 amended
section 1820 of the Social Security Act to eliminate this State authority. As of January 1, 2006,
States are no longer permitted to designate a facility as a necessary provider CAH. Existing
necessary provider CAHs were grandfathered under the MMA.

The regulations at 42 CFR 485.610(d) specify criteria a necessary provider CAH must satisfy
upon relocation to retain its Medicare provider agreement as a CAH. The regulations permit
such CAHs to relocate, so long as the CAH remains essentially the same provider and continues
to provide services to the same rural service area.

The determination of whether or not relocated CAHs with a necessary provider designation have
met the requirements of 42 CFR 485.610(d) will be made by the RO, generally prior to an SA or
accreditation survey. The RO will utilize the guidance provided in Chapter 2 of the SOM,
Section 2256F in making this determination.

The attached revised interpretative guidance supersedes the November 14, 2005 guidance for 42
CFR 485.610(d) found in S&C-06-04. Noted changes from the November 2005 guidance are:

e Most of the revised guidance has been moved from the Appendix W, Survey Protocol,
Regulations and Interpretative Guidelines for Critical Access Hospitals, to Chapter 2,
Certification Process, Sections 2255B and 2256F of the State Operations Manual, since
ROs have the primary responsibility for determining CAH compliance with location
provisions.

e The methodology for determining what constitutes mountainous terrain or areas with
only secondary roads under 8485.610(c) has been simplified.

e The relocation standards found in 8485.610(d) and the associated interpretative
guidelines apply only to relocation of CAHs with a necessary provider designation.
Other CAHs seeking to relocate must comply with all criteria for CAH designation found
at 8485.610(a) through (c) at the new location.

e The relocation guidance provides examples of methodologies that necessary provider
CAHs might use to document their compliance with §485.610(d), but also indicates that
CAHs can submit documentation relying upon other methodologies. However, the
burden of proof is on the CAH to demonstrate that the methodology it uses is reasonable
and credible.
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If you have any questions concerning this memorandum, please call Cindy Melanson at (410) 786-
0310 or via e-mail at cindy.melanson@cms.hhs.gov.

Effective Date: This policy clarification is effective immediately. Please ensure that all
appropriate staff are fully informed within 30 days of the date of this memorandum.

Training: This information should be shared with all survey and certification staff, their
managers, and the State/RO training coordinators.

/sl
Thomas E. Hamilton

cc: Survey and Certification Regional Office Management

Enclosure



Appendix W of the State Operations Manual
C-0165

8485.610(c) Standard: Location Relative to Other Facilities or Necessary
Provider Certification

The CAH is located more than a 35-mile drive (or, in the case of mountainous terrain or in
areas with only secondary roads available, a 15-mile drive) from a hospital or another CAH,
or before January 1, 2006, the CAH is designated by the State as being a necessary previder of
health care services to residents in the area. A CAH that is designated as a nec ovider
as of January 1, 2006, will maintain its necessary provider designation after

Interpretive Guidelines §485.610(c)

to January 1, 2006 does not have to meet the location rel
8485.610(c). As of January 1, 2006 States do not have t
necessary provider CAHs. Necessary provider CAHs th
are grandfathered by statute, subject to certain conditions
related to §485.610(d)). ROs and SAs should have the documentation related to a CAH’s

original designation as a necessary provider in t on each CAH. If they do not, they
should ask the CAH to supply copies of the original necgssary provider designation
documents.

ent, or for CAHs that seek to relocate and
r designation, ROs will review the application

For applicants seeking a new CAH pr.
do not have a grandfathered neces
and make the determination wh

location requirement of paragraph (c) of this section based on the necessary provider
designation only if the relocated facility meets the requirements as specified in paragraph
(d)(2) of this section.

(1) If a necessary provider CAH relocates its facility and begins providing services in a
new location, the CAH can continue to meet the location requirement of paragraph (c)
of this section based on the necessary provider designation only if the CAH in its new
location--



Q) Serves at least 75 percent of the same service area that it served prior to its
relocation;

(i) Provides at least 75 percent of the same services that it provided prior to the
relocation; and

(iii)  Is staffed by 75 percent of the same staff (including medical staff, contracted
staff, and employees) that were on staff at the original location.

(2) If a CAH that has been designated as a necessary provider by the State bégins
providing services at another location after January 1, 2006, and does n etithe
requirements in paragraph (d)(1) of this section, the action will be considere
cessation of business as described in §489.52(b)(3).

Interpretive Guidelines §485.610(d)

Renovation or expansion of a CAH’s existing building orgaddition o g(s) on the
existing main campus of the CAH is not considered a relgcation. However, as discussed in the
adoption of this regulation (70 FR 47472), all newly-constructed, negessary provider CAH
facilities are considered relocated facilities. The determin ether or not CAHs with a
necessary provider designation have met the requirements of 8485.610(d) will be made by the
RO, generally prior to an SA or accreditation sur; he RO will utilize the evaluation
criteria set forth in SOM Section 2256F to make this determination. At the conclusion of its
review, the RO will notify the SA of its resu



State Operations Manual Chapter Two - Critical Access Hospitals
2255B - Pre-Survey Activity

The SA follows the procedures outlines in Appendix W, Survey Protocol for CAH
Providers. The SA verifies requirements in the CAH CoPs in 42 CFR 485.608, 485.610,
and 485.612 from facility files and any other documentation available at its office. If the
prospective CAH has swing-bed approval, the SA determines that the swing-bed approval
IS current.

Location relative to other facilities or necessary provider certifications

from other facilities requirements must be met:

= 35-Mile Distance: The CAH must be located mor
hospital or other CAH, or;
= 15-Mile Distance: In the case of mountainous terrai

areas with only secondary

roads available, the CAH must be located han a 15-mile drive from any hospital
or other CAH, or;
= No Distance Requirement: Before Januar , the CAH was designated by the
State as being a necessary provider of health care services to residents in the area.
In demonstrating that it meets the e'than -mile drive standard, a CAH applicant must
document that there is no driving fro e applicant to any other CAH or hospital that

is 35 miles or less in length.

any other hospital or CAH it must be necessary to traverse
cated in mountainous terrain identified as such on any official

roads in mountainous terrain. For example, if the route to the nearest hospital consisted of
12 miles in mountainous terrain, followed by 5 miles in non-mountainous terrain, followed by
4 miles in mountainous terrain, then the requirement for a total of more than 15 miles would
be met (12 miles plus 4 miles yields 16 total miles of mountainous terrain).

To be eligible for the lesser distance standard due to the secondary road criteria under
8485.610(c) the CAH must document that there are more than 15 miles between the CAH and
any hospital or other CAH where there are no primary roads. A primary road is:




= A numbered federal highway, including interstates, intrastates, expressways or any
other numbered federal highway, or

= A numbered State highway with two or more lanes each way, or

= A road shown on a map prepared in accordance with the U.S. Geological Survey’s
Federal Geographic Data Committee (FGDC) Digital Cartographic Standard for
Geologic Map Symbolization as a “primary highway, divided by median strip.”

A CAH may qualify for application of the “secondary roads only” criterion if there is a
combination of primary and secondary roads between it and any hospital or other CAH, so
Iong as more than 15 of the total mlles from the hospltal or other CAH consists of areas |n

result is more than 15 miles, then the 15-mile criterion is met.

The RO will review documentation submitted by the provider, as well as
transportation or highway department maps and/or maps of the U.S
determine whether the provider meets the requirements of R 4

2256F - Relocation of CAHs with a grandfatheredynecessary provider
designation

The intent of the CAH program is to keep hospit el services in rural communities, thereby
ensuring access to care, through provision of tei rsement on a more favorable basis than
that available to participating hospitals. Therefore, s are required to satisfy criteria
designed to assure that they are located in rural areas and that there are no other hospitals or
CAHs close by.

ospitals or CAHSs) by designating a facility as a
)(2)(B) of the Medicare Prescription Drug,
Improvement, and Mo ization“Act of 2003 changed the statute. As of January 1, 2006,
States are no long to designate a facility as a necessary provider CAH, but existing
necessary provide s were grandfathered. The regulations at 42 CFR 485.610(d) specify
limits on the abili [

“8485.610(dy Standard: Relocation of CAHs that have a necessary provider designation.
A CAH that has a necessary provider designation from the State that was in effect prior to
January 1, 2006, and relocates its facility after January 1, 2006, can continue to meet the
location requirement of paragraph (c) of this section based on the necessary provider
designation only if the relocated facility meets the requirements as specified in paragraph
(d)(1) of this section.



(1) If a necessary provider CAH relocates its facility and begins providing services in a
new location, the CAH can continue to meet the location requirement of paragraph (c)
of this section based on the necessary provider designation only if the CAH in its new
location--

Q) Serves at least 75 percent of the same service area that it served prior to its
relocation;

(i) Provides at least 75 percent of the same services that it provided prior to the
relocation; and

(iii)  Is staffed by 75 percent of the same staff (including medical staff tracted
staff, and employees) that were on staff at the original locatiop

providing services at another location after January 1, 2006, afd )

requirements in paragraph (d)(1) of this section, the aétion nsidered a
Apply the guidance below in determining whether the re irements have been met.
General Considerations in any Relocation

= Burden of Proof: The CAH bears the burden of proof in demonstrating that its
relocation satisfies the regulatory st ds.

= Basis for Necessary Provider
CFR 610(d) was first publis

s explained when the regulation at 42
IS expected to continue to provide services
when initially determining that the CAH was a

al’shortage area (HPSA), then the relocated CAH must
SA. (See 70 FR 23453 and 70 FR 47472).

approval). There is no change to its CAH designation and, therefore, no
RO to make any determination on its continued CAH designation.

considered relocated facilities. (See discussion at 70 FR 47472.)

= Relocation without Necessary Provider Designation: If a CAH relocates and meets, at
the new location, all of the CoPs found at 42 CFR 485 Subpart F (including location in
a rural area as required at 8§485.610(b) and distance from other hospitals or CAHs as
required at 8485.610(c)), it will qualify for CAH designation in the same way as would a
new CAH. However, if it wishes to retain its grandfathered necessary provider status,
then it must also satisfy the requirements at §485.610(d).



= 75 Percent Criteria. The relocated CAH must meet each of the three 75 percent criteria
found at 42 CFR 485.610(d) (and explained below) in order to maintain its
grandfathered necessary provider designation after relocation. We expect that CAHs
will demonstrate in advance of their relocation the likelihood that they will satisfy the
criteria. The discussion below focuses on the evaluation of this prospective data. After
the relocation is completed, the CAH must submit evidence confirming that it satisfied
the criteria.

Listed below are examples of methods necessary provider-designated CAHs could use to meet
each of the 75 percent criteria at 42 CFR 485.610(d) (1). CAHs are free to submit

requirements. The RO will determine whether the methodology employed orted by the
evidence and if the CAH has met the burden of proof necessary to satisfy: : he
same methodology should be used by the CAH for both the pre-relo ttestation and the

confirmation after relocation is completed.

Relocation Serves 75 percent of the Same Service Area

The CAH must present documentation showing why the Servi a projected for the
relocated CAH will include at least 75 percent of its original service area.

In the absence of special factors that indicate theipéed far an alternative methodology, in
order to meet the statutory and regulatory i 0 rovision, CMS will compare the zip
code location of populations currently served by the CAH with the populations in the zip codes
served by the CAH in its new or prop ion. Examples of special factors are: (a)
statistical anomalies that may occu of one or more zip codes contains less than 5

i ed by the CAH, or (b) the presence of major
etween the old and new location (such as an un-

demographic or geographical
bridged river separating thet

tation:

Example of adequa

Assume that the
highest to Iowest

entifies the zip codes of its patients from the past year, ranked from
e of patients per zip code, and found that it served 200 patients from

Patients in New Location

Current Patients Example #1 Example #2 Example #3

80 patients ..........ccoeennnne 70 i, 70 i, 80
ZipcodeB............. 30 patients.......c.coveennnnn, 26.. .. 26 .o, 30
ZipcodeC............. 29 patients.............. ....... 99029
ZipcodeD............. 28 patients ..............e.nen. 5. 15 .28
ZipcodeE.............. 24 patients..................... [ SO 24 ...l 024
Zipcode F.............. 9 patients (4.5%) ............ 30...............0 (Dropped #2) ....... 9
Subtotal (Ex. #1)......200 ..........ccoevvevenvenen. ... 160 (75%) ....144
Subtotal (EX. #2) ..... 191 ..o 144 (75% of 191)...

Subtotal (EX. #3) coninii i e e eeeee2.200



ZIPCOAE G .ot 20 .. 26 .......coennnn 40
Zipcode H .o 30 . 30.........eennlnll 60

GRAND TOTAL .....200 .......coeovvvvieiienieeeen. 20000, 200 ..................300

In example #2, zip code “F” has been dropped at the CAH’s request because its percent of the
current service area is less than 5 percent.

In example #3, the CAH meets the 75 percent requirement. Even though the number,of

After the CAH has been in operation at the new location for a reaso
six months to one year), the CAH must submit evidence to irm th
requirement is met as a matter of fact rather than projecti

be reasonable for the CAH to argue that the relo
proximity to the original CAH could be assumed

community served by the CAH and the availabilitytof other CAHs or hospitals in the region, it
is possible that relocations of even a f ight significantly change the CAH’s service
area.

In order to meet the “75 pergent e same services standard,” the CAH must demonstrate
that at least 75 peree otal service lines provided by the CAH at its original location
will continue to besoffered at'tts new location, under generally similar terms.

e

ew services at the new location. It merely states that the CAH must retain
ginal services offered at its original location prior to relocation.

= The services lines themselves (e.g., lines of business such as obstetrics), in which we
compare the number of such lines retained after relocation compared to the pre-
relocation service array, and;

= The scope and availability of such services, in which we seek to understand if there are
to be any significant reductions in the new location compared to the pre-location
services.



There are a variety of ways in which health care services can be categorized. The regulation
does not prescribe a particular service classification taxonomy. However, the CAH must
present a breakdown of its services that is sufficiently detailed to enable a pre- and post-
relocation analysis. For example, a listing that consisted only of “inpatient” and “outpatient™
services would be too general to permit meaningful analysis. It would be acceptable for a
CAH to use the service categories found in the American Hospital Association annual hospital
survey data, but the CAH can also submit an alternative list of services. In the latter case, the
RO will determine whether there is sufficient information about the services to make a
determination of regulatory compliance. Whatever service classification system the CAH uses
to describe the services offered prior to relocation must also be used for the services after
relocation.

Example 1:

e The CAH originally offered 14 services:

Outpatient Inpatient
Emergency department General medic
Primary care Pediatric medi
Pre- & postnatal care General obstetr
Outpatient surgery Orthopedics
Counseling services Distinct Part Unit — Psychiatric*
Well-baby clinic
Pediatric outpatient services
Ultrasound
Mammography
e After relocation the CAH t ill retain 12 of those services services.
Retained:
Outpatient Inpatient

General medical/surgical services

General obstetrics/gynecology
Orthopedics

Inpatient
Pediatric medical/surgical services
Distinct Part Unit — Psychiatric*




e The CAH also proposes to add 7 services:

Added:
Outpatient Inpatient
MRI
CT Scanner
Dietician
Physical rehabilitation Distinct Part Unit — Rehabilitation*
Chemotherapy Oncology
e Additionally, the retained services are planned and actually are gene ilable

demonstrates it will retain over 85 percent of its original service
percent regulatory requirement.

*Note: Although CAH distinct part units are subj

Conditions of Participation, for purposes of determini
percent same services standard they must be inclided in the list of services.
Example 2:

e The CAH originally offered 20 different/Serviges. If the CAH attests it will drop 6
services, while adding 6 new an er ices, it has not demonstrated it will
retain 75 percent of the same sefyvices and would not meet the regulatory same
service requirement.

inal'services, if the CAH attests it will retain a service, but
hetime that it was available at the original location, then
lable 50 percent or more of the time than it was

n that service can count toward its 75 percent of the same

Regardless of the number of ori
make it available only 20 per
that is not the same servic

After the cation is complete, the CAH must submit confirming evidence that it meets the
75 percentSame services standard. The CAH should provide the list of its actual services and
their availability.

75 percent of the Same Staff (including medical staff, contracted staff, and direct employees)

In order to meet the “75 percent of the same staff”” standard, the CAH must demonstrate that
75 percent of the CAH’s staff that were at the CAH prior to relocation remains on staff after
the relocation takes place. This includes contracted personnel. For purposes of this
requirement, contracted staff includes all personnel who regularly work onsite at the CAH,
whether they are directly contracted by the CAH or whether they are employees of a



contractor. Atthe CAH’s option, the CAH may exclude from these calculations all contracted
employees who work less than halftime on average (or any lesser threshold of time the CAH
elects (such as 10 hours per week on average). However, the CAH must consistently apply
such a threshold in all calculations.

It is not necessary to calculate the 75 percent for each of the three types of staff — medical,
contracted, and direct employees — separately. For example, a CAH could retain 50 percent of
its medical staff, 40 percent of its contracted staff, but 80 percent of its direct employees, and
meet the regulatory standard, so long as the retention rate for these three groups combined is
75 percent.

In its attestation, the CAH should provide a list of all staff at the time of the att
must demonstrate how it plans to retain at least 75% of its current staff. Sta

Examples of how a CAH could demonstrate in its attest
the same staff criteria include:

e Attestation from staff that they expect to continue their current employment or

contractual relationship with the CAH at ew location; or

e Evidence demonstrating how staff ut e CAH would not change
significantly from the original location to the new location for at least 75 percent of
staff; or

e Evidence of employme nt ntinuing with at least 75 percent of the same
staff.

CAHs that have
staff turnover &
effect of such fae

difficulty meeting'the 75 percent same staff criterion due to historically high
rates can provide additional documentation explaining the
n their ability to satisfy the standard and whether they could meet the
aff list is adjusted to reflect historical turnover. The CAH must

provigde evidenc ver, that it is actively attempting to recruit replacements for the same
type of:S who have left. The documentation must provide evidence that
circum yond the CAH’s control rather than the relocation of the CAH accounts for

expect a GAH to meet the 75 percent same staff standard if it can provide sufficient evidence
that it has, for example, a 25 percent historic rate of staff turnover. In addition to
documenting an historically high turnover rate the CAH should also provide documentation
of efforts it is making to reduce turnover, such as evidence of active recruitment efforts, i.e.,
posting of vacancies, participating in job fairs, evidence of outreach to professional schools
and universities. CAHs might also indicate whether they believe relocation will benefit the
facility by decreasing the staff turnover rate, including evidence to support this assumption.



Letter of Attestation

Prior to the relocation of a CAH with a necessary provider designation, the CAH should
submit a letter of intent to the RO. The CAH would be well-advised to send the letter early in
the planning stage of its relocation, prior to spending or obligating significant funds and

resources. The letter should state that the CAH plans to relocate, i.e., that it plans to build a
new replacement facility, and must attest that it will continue to be essentially the same
provider serving the same service area, but in a new facility. It is recommended that the CAH
administration contact CMS RO Survey and Certification staff prior to preparing the letter of
attestation, in order to facilitate communications about the standards that a relocated\CAH
with a necessary provider designation must meet.

To facilitate efficient review by the RO, the Letter of Attestation should ingl

e A copy of the CAH’s original necessary provider determinati tate Office
of Rural Health;

e Documentation of how the CAH at the relocati

site will cantinue to satisfy the
criteria used by the State in the original necessa i inati

rovider determination;

e Addresses of both the present location an future location;

e Documentation that demonstrates how t ewdacility/location meets the rural
location requirement at §485.610(t</; : i

e Documentation showing ho | continue to be essentially the same
provider at the new facilit ationpin accordance with 485.610(d); and

e Timetable for the rel%
The RO will evaluate the letter of attestation and documentation provided by the CAH to

determine if the'planne tion appears likely to meet the requirements under 8485.610.
The RO will adviAH in writing of any additional information that may be needed. The

ation provided in the attestation letter and notify the CAH of its

the regu dards at 42 CFR 485.610(b) and (d). A final determination can only be
made aftet, the relocation is completed.

Implementation Phase

During the implementation phase, the CAH should notify the RO of any changes to the
information submitted in its letter of attestation. The purpose is for the RO to be kept apprised
of any changes so that the CAH can be informed if the changes do not comply with the
requirements of §485.610(b) and (d).



After the relocation is completed,
if the RO determines the CAH meets all of the following criteria:
e Received a preliminary approval for its relocation from the RO;
¢ No changes have occurred that materially affect its preliminary attestation;

e Holds any required State license at the new location;

e Meets all CoP requirements as determined by an accreditation or SA survey; a

e Submits confirming evidence of compliance with the 75% criteria (in th
service area criterion, as noted below, the submission of this evidenc

other listed criteria);

then the RO makes a final determination that the relocat
permitted to continue Medicare participation under its orig
necessary provider CAH.

ecessapy provider CAH will be
ider agreement as a

If the RO determines that the relocated nece ovider CAH does not satisfy the regulatory
requirements under §485.610(b) and (d), t e considered to have ceased business
in accordance with 8§489.52(b)(3) as of the date that it relocated. The RO will take action to
terminate the CAH’s provider agree





