EXECUTTIVE OFFICHE O F T HE PRESIDENT
30-Jun-1995 07:30pm

TO: (See Below)

FROM: Allison H. Eydt

Office of Mgmt and Budget, OIRA

SUBJECT: More Discussion Regarding Stark Volume Threshholds

As discussed in my E-mail dated 6/26, data we have received from
HCFA relects breaks in laboratory distributions at 2,000 and
10,000 tests. Unfortunately, this data is unvalidated, self
reported, and unrepresentative. It is difficult to imagine,
however, that a 2,000 test ceiling in a shared office lab
exception would result in substantial program abuse. Based on
HCFA’'s "sample" of "shared office laboratories," 41% of these
laboratories perform 2,000 tests or less per year and therefore,
would receive relief from such an exception. It should be noted,
however, that although 41% of all such labs sounds respectable for
an exception, it may not be large enough politically. A 10,000
test ceiling would provide relief to an additional 38%
laboratories (for a total 79%.)

Because a 10,000 test ceiling could result in program abuse, I
asked HCFA to provide a continuous distribution of labs performing
between 2,000 and 10,000 tests. HCFA explained that this analysis
would take two to three weeks. I asked them to initiate it. Now
they have come back and refused to pursue such an analysis.

Unless we can motivate HCFA to comply with this request soon, it
appears that we would have to create an exception based on the
scant existing data. Under these circumstances, I recommend a
conservative 2,000 test ceiling.

Other approaches to an exception could be incorporation of HCFA's
legislative proposal into the rule (as discussed in my previous
E-mail) or a rough translation of the 5 physician limit in this
exception to a volume ceiling of perhaps 5,000 tests or so. It
seems more rational to simply accept HCFA’'s physician limit,
however, than to make another arbitrary leap to a comparable
volume that is based on no data.

My preferred recommendation from all of the above would be
straight adoption of HCFA's legislative proposal as an
administrative exception. While possibly more flexible than a
2,000 test ceiling, it could result in less abuse than a 10,000
test ceiling. Most important, this proposal includes language



that prohibits a direct relationship between the test referrals of
each shared office physician and his or her profits. This
language is critical to discouraging program abuse.

RMO staff prefer no exception over all of the above because these
proposals have questionable empirical bases.

In a previous E-mail, I informed you where I will be the next few
days. Do not hesitate to contact me, if you want to discuss these
issues further.
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TO: Claudia Cooley
Executive Secretary

FROM: Assistant Secretary for
Planning and Evaluation

SUBJECT: FINAL WITH COMMENT - Physician Ownership of, and
Referrals to, Health Care Entities That Furnish
Clinical Laboratory Services (EHCF-342) --
NONCONCURRENCE

Section 1877 of the Social Security Act prohibits certain
physician referrals to "designated health services.” The
prohibited referrals are those which are believed to be primarily
related to increasing the income of the referring physician,
rather than diagnosis or treatment of a Medicare beneficiary.
This regulation proposes to implement the portion of the law that
applies to clinical laboratory services (Stark I). HCFA notes
that another rule will be developed to implement the remainder of
the statute dealing with the rest of the designated health
services: physical and occupational therapy services, radiatien
therapy services, home health services, etc. (Stark II).

This is an issue which, as you know, is being considered for
legislative modification in a different venue. Therefore, I
recommend that this requlation be held in the Department until
those discussions are concluded. However, in order to retain the
option of issuing the regulation, I recommend that redrafting
begin along the lines below.

If the decision is made to proceed with this regulation, I
nonconcur with the publication of this rule as it is currently
drafted. The statute itself exempts the great majority of the
approximately 100,000 physician office laboratories that do
business with Medicare (all solo practices and many group
practices). HCFA proposes to exempt most of the remainder
through an exception allowing physicians to perform tests on
their own patients on the shared equipment. The preamble,
however, reads as if we were rejecting almost all suggestions for
exemptions. Both the memorandum to the Secretary and the
preamble should be redrafted to change the tone and to emphasize
our responsiveness to physician concerns. Finally, we should
make clear that the Congress gave the Secretary explicit
authority to createc reasonable exemptions. We should willingly
use this authority to minimize burden on small physician offices
who seek practice cost efficiency through shared laboratory
arrangements. A substantial rewrite will be needed to the
preamble to make its tone positive.
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Page 2 - Claudia Cooley

The HCFA regulation should also be redrafted to eliminate any
remaining impact on physicians who share office laboratory
equipment as a matter of convenience to their own patients. HCFA
does not provide an estimate of the number of shared physician
office laboratories that would not meet the new in-office
ancillary exemption as drafted; but I believe it to be small
(HCFA should provide an estimate). Although I believe the in-
office ancillary exception would exempt most legitimate ‘shared
laboratories, the approach in the regulation is cumbersome and
the fact that most small shared laboratories would be exempt is
not immediately c¢clear. '

A more straightforward approach to obtaining the desired result
would be to exempt all shared laboratories which meet certain
explicit criteria which minimize the potential gains from induced
referrals.- I suggest that the redrafted rule include both of the
following exemptions (in order to assure that no benign
situations are inadvertently rendered illegal):

1) shared physician laboratories that conduct fewer than
10,000 tests a year or $50,000 in dollar volume. (On the
grounds that if total laboratory volume is low there is no
substantial financial gain from induced referrals. I am not
sure the numbers are right but they illustrate the
principle.); or '

2) any laboratory that is owned by 10 or fewer physicians if
90% or more of its volume is from these physicians’ own
practices (likewise, the potential for waste from induced
referrals is minimal, and irrelevant legal strictures on
groups are eliminated). -

Moreover, I suggest that we consider an across-the-board de
minimis dollar or volume exemption for all categories of covered
services, such as ultrasound in gynecclogist offices, orthopedic
equipment .in orthopedic offices, x-rays in any oifice, "etc. This
rule, if issued, could signal our intentions in this regard.

Finally, the way the in-office ancillary exemption is currently
drafted could lead to enforcement problems and, in the extreme,
some absurd results. The “"direct supervision’ requirement means
that if a physician is called out of the office building on an
emergency call, the laboratory technician in the shared
laboratory must be notified and stop doing tests on that
physician’'s patients. This is a burdensome result and we should
not be issuing regulations that lead to non-compliance. The
"direct supervision" requirement should be more flexible and
should only require that the physician is oxdinarily on-site.
CLIA rules do not require that the technical supervisor or lab
director be on-site. Furthermore, Congressional intent appears
to allow off-site supervision. This change should be made
‘regardless of any other changes.
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Redrafting the regulation so an explicit exemption exists for
shared physician laboratories according to several of the
criteria above also has the advantage that the playing field
would be leveled between group-practice laboratories and shared
laboratories between solo practitioners. Therefore, I strongly
urge this course.

i B dn

Pavid T. Ellwapd

Prepared by: C. Colladay, 690-7770 and G. Greenberg 630-7794

cc: Anna Boyd
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Comnents In Pavor of a Shared Lsboratory Exception Nede by
Associations, Other Physician Groups, and Lav Ffirms

ric aciet 1 tc. al Mpdicin

o Thers should be a shared laborstory exception under which
- - _physicians can continue to provide lab testing to thelir
patients, without any risk or progras or patient abuse.

‘o The shared lab arrangesent should include only a iimited
nusbsr of physieian practices.

© The physician practices {nvelved in the shared arrangement
M!St occupy the same office space or their offices should de
.~ econtiguous to one gnothex.

© Bach physician invelved in the arrangament must only poé!orm
testing on his or her own Nedicare patients. _

@ Each physiclan’s enployes must perform the test and the
physicisn sust supervise the pezrformance of the test or the
physicien must pexrform the test for his or her Medicare
patients. If a Ehyliclan inveolved i{n a shared lab
arrangement is shezing a laboratory smployee with other
physicians, the physiclan would naad to supervise the
cmpiaytc when testing is being performed on his or her
patiants, .

o Physicians involved {n & shared laboratory arrangement should
not de reguired to maintain a certain volune of referrals.

o Physiclans involved in shazed 1aboilto:? arzangezents could
boithgirnd to attest in writing that they aset these five
critezin.

ica oyl tice Associatl

O Ths final zule should zecognize shared service arrangesments

- betwesn 1roup practices and hoapitals under circumstances
that satisfy the spirit of the law and are consistent with
the conditions set forth in other exceptions relating ¢t
compensation arrangements. :

@ All the compensation acrangsments shoyld be for identiflable
services; tha ampount of the remunération should be consistent
with fair market value, and should not be determined by the
volufe or value ef referrals; and the remuneration
arrangements should be comtercially reasonadle sven if no
rIezrals were made.

(Note: The OERA ‘93 amendments contain a nupber of .
compsnsation arrangesrent exceptions thet accommodate this
Tecomaendation.)
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© HCFA should ptovidi'nn excoption to allow shared laboratozy
arrangementa betwean faculty practice plans and hospitals
that meet the following criteria.

- The shared lsboratery fscility, the faculty practice
Plan and affiliated hospitsal (ar other entity) are part
of the sase oedical complex. :

- The coste ¢f operating the shazred facility are shared on
the basi{s of utilization by esch party, »o that sach’
pacty pays only its owa costs and does not subsidise the
provision ©f laboratory ssrvices to the other.

» The creation or continuation of the shared facility
arrangement is not related to the velume or value of
refarrals of patients batween the slinic and hospital
(or other entity) for other, non-Medicare services.

rics cadeny © g

© There should be a shared laboratozy exception if the
following conditions are met: '

- The shared laboratory arrangement involves a limited
nunber of prectices.

= The phyuiei‘nl iavolved in the shared ltfangpnunt occupy
the same office space or thelir offices ars contiguous.

« Tach physician involved in the arrangement is ealy
. perforaing testing on his or her own patisats.

=~ The physicians involved in thi arrangement do not have
to saintain a certain volume of referzals. )

ice Bociat of 3l Endocrinolo s
© The shared laboratéry arrangenent involvas & limited numbder
of practices.-

© The physicians invelved {n the shared arrangement ocecupy the
;:?:dgfftc- spece or their offices are within the same
ng. - T

© BEach physician involved in the arrangsment is only performing
testing on hAis or her own patients.

@ The physician is actually performing the testing on Mis oz
her own patients or supervisiang his or her employees who
perform the tasting.
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o The p -1cinni {avolved in the arrangement do not have to
maintain a certain volume of Taferrals.

ricen Colle £ _Rheumato

° Thi shazred laboratory arrangement involves & limited number
- 0f practices.

© The physicians invelved in the shared arsangement occupy the
same office spaces or their offices are contiguous.

© Bach physician invelved in the arrangament pp::o:nl testing
on his or her own patients.

. © The physicians involved in the arrangsment de not have to
maintain a certain volume of raferrsls.

.gglgiann Medical aglgcil;;on

-@ All physiclana "sharing"” the laboratory have office space in
.tho same bullding or coaplo; where the ladoratory is Jocated.

© All laboratory testing is performed en site.
© The laborstory is mot a Sepazate Corporete entity.

"o ALl physicians "sharing” the laboratory octlvoly lup-:vxlo
"~ the tasting performed the laborzatory.

o The laboratory provides sarvices only for patients of the
physicians "sharing” thc labozatory.

© All labozatory tssts l:o billed by the ordexin fcian
undot that phylician'l provider number. T phys

9 ic [ © sicians

6 The ahared laborstory i{s owned Dy two or more DhYllcilnl not
in & group practice for tha exclusive use of these physicianas
1nt :::rning clinical labdoratory testing ealy fer theirx
patients.

". o Bach ghyueun ownar of & “shared lad" should bill
individually for tha ladoratory services he oz she porionllly
ordezs from the lad.

© The shared lasb should be located in the sane building In
which the ladboratory owners practice or in & gecgraphic site
remote from one o Wore Of the owners practices; that is, in
& site central to the ocwners' various practice locations.
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The Leaw Oftices of Foley and Lardper

o The shared lab services should be performsd by & physician
member or employwe of a group that has entered into an
arrangsment with one or more other physicians or group
practices for the operation of a clinical lsboratery.

"o The location regquirements should be the sase as for the in-
office ancillary services exception; that is, in the seme
bul;ding as the physicians practlics.

o §illing should boflinitod to the physicians or group :
" practices that have entered {nto the arringement for the
opszation ©f a clinical labozatory.

© The operation of the laboratory should de a joint
rasponsibility of participating physiciane snd or practice
roups with actual costs sharad on per test beais. Bhared
abs weould de reguired to dedonstrate that they simply passed
actual costs through to the partlcipating physicians and
group practices with no accumulation or distribution of net
saznings. (This requizsment will ensure that this exception
will not permit physician joint venture labs.) '

- Nedical Oncoloqgy Qgsgg;e;;on of Southern Californis, Ine.

© The sharsd lab l¢ stafzed enly dy -ths phftlcicnl' own
-amploywes. .

o The services are provided t¢ the physicians' established
patients only. L .

"o The labozatory fulfills all requirexments established for an
exception to the self-referral prohibitions that apply %o a
group practice, except that & formal group asmociation 18 no

. requized. :
. The law oggigéi of Mcpermott snd Trqvper '

o The services are furnished personally By the referzing
physician, a ssnber of the referring physician's sssociagion
of physicisns, or & non-physician smaployee of the referring
physician or the association who (s personally supervised by
the referring phymician or another member 0f the amacciation.

o No separate lagal entity is estadlished to opsrate the
laboratory, but rather each physiclan provides laborate
services to his or her own patients through his or her effice
practics.

'© The laborstory performs tests only for the patients of :hi
pazticipating physicians.

. © The physicians shaxe only laborstory equipment. -



————

_08/22/95

06-2.-95 :2:45 PN

15:12 202 101 7321 HHS ASPE/HP
@oog

P13

o Bach physician is the previder of the ladoratory Services,
and esch physicisn bills the Nedicare program for the
laboratory tests performed for his or her patients, and is
reéimbursed according to Medicare's laboratory fes Schedule.
(Bscause there would be no sdditional billing, there would be
no potential for Medicars aduse or excess NedicaXe costs.)

© No profits are genezated by the laboratory or shared by the
physicians. T .

o An gxpcnlc-lhatin! aszangement among physiclans in the sane
puiiding greatly increases patient convenience, as patients
dre not required to travel to ancther location for necessary

laboratory tests.

l;lgg ¥edicel Group

(Balem Medical ladoratory, Ltd., is'a subchapter-8 corporation
wholly ewned by & group of 23 physicians who practice in and
around Saléem, Massachusetts. They purchased a laboratory 6 years
.go. They belisve it is possible to structure an exception for

s

od laboratories which will permit physicians to function.

effectively, while not providing a loophole for sbusive

arzangements.

‘o Reguize that all owners of the laboratory be physiclans, so
that an outside ladoratory operator cannct, under the gulse
of a "shired laboratory" come into a community and gsnerate
business by selling investment interests to phyaicians.

¢ Require that every physiciasn own an squal share in the
business, =6 that higher volume physicians cannot bs rewirded
by largar investmant interests. (Note: lower wvolume :
p?yt%: ans will bDe disproportionately réwarded under this
plan).

' 'oiloquiri that no moze thah_l limited proportion ©of the tests

be performed by & referance laboratery, to assure that the
shazed laboratory really functions &8s a fulle-service
laboratory for the convenience of the physician-investor.

!;;;gz Bemgtology - Oncology Nedical Grouwp, Ing,

o A Bourd Certified Hematologist/Oncologint, shares an office

~ guite with snothexr hematelogist/oncologist. They have
independent I:ucete-n but share an in-office ladoratory
devoted solely to providing their patients with needed
sezvices such an ismadiate evaluation of their bdlood counts
in a detailed pannar and automated chemical profile testing.
The final rule should allow this laboratery ownership to

_ continue. '
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Marshfield Slinig

© Excsption should #pply to laboratery facilities shared by a
ssni ¢ hospital and a single group practice where the parties
divide exzpenses on a basis that reasonadly approximates the

coats associated with the tests performed for each party's

patients and where each party bills for and retains revenue
aasocisted with the testing of its own patient.

tattcéhnpnt- that concern CLIA ladoratories directly follow.]



EXECUTTIVE OFFICHE O F T HE PRESIDENT
29-Jun-1995 07:52pm

TO: (See Below)

FROM: Allison H. Eydt

Office of Mgmt and Budget, OIRA

SUBJECT: Brief Follow-up on Tuesday'’s Meeting

Jen Klein informs me that the main outstanding issue remains
Stark. Before I leave for Chicago, I will send two more E-mails
on this.

Mary P. mentioned the following items:

Draft 10 pager for roll-out -- HCFA should be faxing this by
C.0.B. tomorrow and I have asked Phyllis to look for it. I will
come in tomorrow to review it. It is my understanding that CLIA
items tentatively will be included. I will pay special attention
to them. As mentioned before, they may not be worthy;

HCFA assertions that Stark I does not conflict with CLIA --
Mary tells me that you brought this up, and HCFA denied that
problems exist. I have contacted HCFA and requested a conference
call to get the facts. As far as I know, however, the conflicts
do exist; Medicare does not pay for services provided under the
auspices of certain flexible CLIA provisions, e.g. microscopy. AsS
soon as we suspected this, I asked the Department to investigate
an exception from direct supervision requirements for such CLIA
labs. I asked the Department to consider it from policy,
budgetary, and legal perspectives. They have not responded. . . ;

HCFA's CLIA "black box" proposal -- This regulatory proposal
has merit, but it doesn’t go far enough. HCFA should be amending
CLIA statute to exempt "black box" technologies entirely from CLIA
oversight. It is possible that this approach could compete with
the Archer bill exempting all physician labs; and

Must HMO regulatory reforms be legislated? -- Yes, most
meaningful reform would require statutory amendment. In
particular, I asked that HCFA consider the elimination of the
entire Federally Qualified HMO program which subsidizes and
regulates private pay HMOs. Elimination of this program would
result in noticeable legislative and regulatory deletions.

Distribution:
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EXECUTTIVE OFFICE CF T H E PRESIDENT
30-Jun-1995 08:59pm

TO: (See Below)

FROM: Allison H. Eydt

OCffice of Mgmt and Budget, OIRA

SUBJECT: Comments on Reinventing HCFA Regulations

In general, I remain dissatisfied with HCFA's performance in this
exercise. Overall, they resist pursuit of dramatic reforms

that would require statutory amendment. Because many of the most
burdensome requirements in HCFA’s ruleg originate in statute,
this approach makes it extremely difficult for HCFA to compete
with more aggressive policies in Congress. Where administrative
discretion does exist, i.e. personnel standards, HCFA fails to do
more than "pilot" their elimination. Also, although some of
HCFA'g initiatives look good on paper, HCFA may fail to implement
them in "good faith" (e.g. nursing home enforcement?)

My comments on HCFA’s roll-out paper:

Nursing Home Enforcement (p. 6) - In this entry, HCFA promises
future amendments to participation rules and describes the
published enforcement rule. First, it is important that HCFA
announces a meaningful time frame this Administration for
improving the participation rules. Second, unless HCFA can
demonstrate otherwise, the nursing home industry will have
difficulty believing that HCFA will make meaningful reforms to the
participation rules in the absence of statutory amendment (and
HCFA doesn’t commit to this.) Third, HCFA’s discussion of the
enforcement rules does not highlight its innovative enforcement
category entitled "substantial compliance." In simple terms, HCFA
should explain how this new enforcement scheme provides
flexibility to the industry by focusing enforcement on quality of
care deficiencies, rather than on process. Fourth, HCFA should be
able to say good things about the enforcement rule’s public
reception. If recent publicity has not been favorable, HCFA
should consider dropping this initiative entirely.

Physician Attestation (p. 7) - Why isn’t HCFA mentioning the
first attestation initiative which eliminated annual
certifications by physicians? This policy already has been
published . . . Second, OIRA is committed to assisting HCFA in
expeditiously publishing rules eliminating claim by claim
attestations. Why can’t HCFA promise to finish this initiative




this summer? Couldn’t HCFA publish a final rule without a prior
proposal?

CLIA proposals (pp. 8-10) - Overall, although these proposals
have merit, they do not provide the same degree of flexibility as
entire exemptions from CLIA oversight. For example, a legislative

exemption of "black box" technologies would compete more
effectively with proposals such as the Archer bill which exempts
physician office labs entirely from CLIA oversight. If HCFA
insists on including these initiatives, they need to better
articulate why this approach to CLIA reform results in better test
accuracy, health outcomes, and equivalent patient access compared

to more radical approaches. Also, I continue to believe that
HCFA’s final Stark I rules will be inconsistent with HCFA
initiatives providing more CLIA flexibility. For example, a

midwife cannot perform microscopy testing without physician
supervision and expect Medicare reimbursement under Stark I’s
inoffice ancillary services exception. Therefore, Stark I
policies diminish the impact of HCFA’s CLIA reforms. Finally,
HCFA uses the phrase "Proposed rules are being finalized." This
is confusing. It could mean that HCFA is developing proposed
rules OR final rules. HCFA should be more precise and say that
proposed rules are under development and will be submitted for OMB
-E.O0. review by ..... or will be published by

Outcome Performance Measures (pp. 11-14) - Before using these
initiatives, HCFA should provide extensive assurances that recent
issues with the nursing home industry and its enforcement rules
will not spill over into other provider initiatives. Second, the
time line for adopting performance standards is critical. If the
time frame is not reasonable and within the bounds of this
Administration, these may not be particularly impressive for
roll-out. Third, in regard to end stage renal disease facilities,
HCFA admits that the proposed "pilot" will not be generalizable.
It is difficult to believe that this would be perceived as an
outstanding reform initiative. Fourth, HCFA offers "certificates
of excellence" to ESRD facilities that perform well. Has HCFA
considered more flexible enforcement, i.e. rewards that offer
tangible financial and hassle relief (rather than just another
marketing gimic)?

50/50 Waiver for Medicare Managed Care (p. 15) - This is the
first time I have seen this proposal on paper. I believe it has
potential. I only wish that it wasn’t limited to just rural
managed care. Also, some "minimal" commercial enrollment still
will be reguired. How "minimal" will it be?

HCFA-1500 Form {p. 16) - HCFA should work with OPM to get an
estimate for the timing so it can be released in the roll-out.

Resident Review Requirements (p. 17) - HCFA should try to
provide an estimate of the reduction in burden (it could be a
range), explain whether this is a regulatory or legislative



change, and commit to a timeframe.
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July 3, 1995

NOTE TO: DIANA FORTUNA
JENNIFER KLEIN

SUBJECT: Update on the Rollout of the Nursing Home Survey and
Enforcement Regulation

DISCUSSION

The Chief Of Staff requested that I provide you with background
materials on the above mentioned issue.

Last week the American Health Care Association (AHCA) issued a
memo to its board members that announced AHCA had reached an
agreement with HCFA on the implementation of the Nursing Home
Survey and Enforcement Regulation. This memo was interpreted to
mean that HCFA had agreed to delay the implementation. To
counter this impression, HCFA issued a statement and fact sheet
restating our plans.

© On Monday, June 26th, Paul Willging, Executive Vice President,
AHCA, sent a memorandum (Attachment A) to his board of
directors and state executives entitled "HCFA Accepts AHCA
Plan for Phased-In Implementation of Enforcement."

o Some AHCA members interpreted Willging's memo to mean that
HCFA was delaying enforcement of the regulation (Example in
Attachment B) and told state agencies about the delay.

o Late Tuesday, to counter the erroneous impression left by
Willging's memo, HCFA released a statement by Bruce Vladeck
(Attachment C) to USA Today and also sent it to key Hill
offices. Attachment D is a USA Today article that ran on
Wednesday.

O On Wednesday the statement and an updated fact sheet
(Attachment E) were made available upon request to the press.

o HCFA is developing a fact sheet (Attachment F is a draft) that
is tailored specifically for Hill and NGA staff.

o If you have any additional queStions, please let me know.
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FAXED 6/26/95

MEMORANDUM

TO: Board of Directors
State Executives

FROM: Paul R. Willging, Ph.D.
Executive Vice President

SUBJECT: HCFA Accepts AHCA Plan for Phased-in Implementation
of Enforcement

DATE: June 26, 1995

After weeks of intense lobbying by the American Health Care
Association at the administrative and Congressional levels, the
Health Care Financing Administration has agreed to adopt a
phased-in implementation of the enforcement provisions of the
final survey, certification and enforcement rule, slated for
implementation on July 1, 1995. My thanks to all of you who
worked so hard with your congressional delegation to achieve this
result.

Under the agreement, neither HCFA nor the states will impose a
civil money penalty or any other category two or three remedy,
except in cases of immediate jeopardy or facilities considered to
be chronic poor performers, until such time as a sufficient
number of surveys have been completed to allow analysis of the
enforcement process and both HCFA and an oversight panel
appointed by HCFA have reviewed the data collected to determine
whether revisions are needed to the enforcement system. Category
two and three remedies include denial of payment for new
admissions; denials of payment for all admissions (a HCFA remedy
only); civil money penalties (all ranges); temporary management
and termination.

If a faculty is found out of compliance during the test and
review period, and remains out of compliance after the test
period ends, penalties will be imposed back to the date of the
original survey which found the none compliance.

The tentative oversight panel which HCFA will appoint will
include the American Health Care Association; surveyors;
consumers; ombudsmen; a beneficiary; a medical director; and a
nurse. HCFA has indicated that all members of the oversight
panel will have the opportunity to communicate problems and
issues they observe during the test period to HCFA officials.
Other details of the agreement, including the mechanics of the
oversight process are still being ironed out with HCFA. We will
keep you updated as more information becomes available.
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HCFA Agrees T Partial Delay In Survey Enforcement Sanctions

The Health Cure Fmaocicg Administration (HCFA) will partially dexy eaforcement of the two
highust penalty catepories in the new survey process which will begio an Joly 1, 1995, This
:wmmwwmmwmmammm

Anyerican Heakth Cars Associstion (AHCA) who maintaised that masy kigh performing
nm‘ﬁsﬂm'uddhﬁhdydmnﬁdummmdnwﬂcrﬂ
definitics of “hexn.”

ncuhnywmmmmmmmwmymrnmyswm
the new survey process o detennioe if the defigitions of “mininal tar” snd “sctnal harm”
ased to be revised. Ap AHCA “harm”™ study conducted exrfier this yoar found that 24% of ail
U.S. nursing facilities wouid fall im0 the category of “substandard quality of care.” Recems
mock surveys in Misaesots cafirmed AHCA's claims that the gew suxvey systed will paimt
an inaccurme picture of the quality of care. In s “premend”™ facilty ssrveys, seven fcilitics
would have been inved deficioncies classifying them a3 providing a ssbstandacd level of care.

The languape of the apreewent between ECFA and AECA us of Friday, June 23 states

R ,mm

_mwmmammm(amwwmmmmum
remedy uatil a sufficient acumber of completed surveys have been collected to allow
amlysis of the process; individuals assessing the impact have had ag opportanity to
review the dats coliected; snd HCFA has had the opportauity 10 do the same, snd
determine whether the dats ndicates the nesd 10 maks asy revisions to the enforcement
sysicm. Theseafter, nursing facilities still out of complianace will be kiable for penalties
with an effective dxte tack w the last day of the survey. Each porson sysessing the
irzpact will communicate to the HCFA Administrator problems he or she soes arising
during the early stage of the enforcement process. These individeals shall bave acceex
o all information contaioed in the statswem of deficicacy (HCFA Form 2567L) and 3l
other data not otherwise protected by privacy aws.*

> Drive #2800 - Hicomiogtu Minowects BH4E5-1421 + (812 854-2844 * 1-800-483-Q024 (MN Toll Free) ¢ 4421
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The definitions that are bupertant 10 note are “funpsdinte jeopardy” and “diaromic poor
paformatee.* '

wwmcmhwm&Wsmm |
one or mose requiressnts of partcipation bas caused, ot is Ekaly % canse, setous
mjury, b, impuirment, ov death o 3 resident.

"Posr pexfarming tacility” means 3 facility with 8 hisory of *in" =) "ot”
cotplinnce and/or & facility thet bas w0 yatem in place 1 saowitor its oOwa compliance.
prpa!huﬁ;ﬁdnyhsww»mdnwyutmnb

HCFA It sow in the of selecting consumes, provides, snd survey agency
in 1 nazions) tagk foree w review e statemexts of deficiencies.
“Thix tazk forve will then ine whether changes should ocoar I8 the cuttet enfoscement

itics. 1 atroogly cacoumzgs mesuber fucilitios w participase in this effort
Retivencss of B¢ new srvey process. (We will fnform membery Goough »
pooating ACTION asticles on the progress of this activity.)

lny & a sigaificant event, providers still uead to be cautious for the

oif it is deteresined during the study that the definitions and eaforcement process should
xtyeraly writien, the remedies cas s2ill be applied retroactively.

information will be svailable st he Survey, Centificstion, and Enforcemen
Snn-higl-uun'sl' in Alcuasdria, Mimesota. Care Providers of Muwesota is alvo
ducation mhﬂﬂsmnﬁcmm cenificazion,
dmm mmmmmonrudlysauh:uoﬁs

Washingron, D.C. Az 2 v dwmzmmmmm mdmnyomer
mmAmwwmmthmwm For
Patti Cullen i (512) B56-2844 or 1-800-482-0024 toll frec.
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U.S. BEPARTMENT OF MBALTH AND NUMAN SERVICES

FOR IMMEDIATE RELEASE Contact: HCFA Press Office
Tuesday, June 27, 1995 (202) 690-6145

STATEMENT BY BRUCE C. VLADECK
Administrator, Health Care Financing Administration

"As Secretary Shalala made clear earlier this month, the
Health Care Financing Administration is proceeding on schedule
with the implementation of the Nursing Home Survey and
Enforcement regulations on July 1. These regulations represent
the final step in bringing about nursing home reform and assuring
high quality care for nursing home residents.

"As has been the case throughout the process of developing
and implementing these regulations, we are committed to extensive
public consultation and interaction with all interested parties.
In addition, we are planning very extensive monitoring of the
implementation process, and we will be prepared to make such
adjustments in our policies and procedures as we determine may be
needed.

/

"In any situation of 'immediate jeopardy,' or in the case of
chronic offenders, HCFA and the states would act immediately and
decisively to protect nursing home residents by imposing
sanctions. For other nursing homes, however, our regulations
provide a period of time during which penalties would not be
collected. This provision was included in our regulations
because it puts the emphasis on correcting problems, not simply
assessing fines. One effect of this provision will be that no
fines will be collected during the first 90 days of
implementation. Thus, during this initial implementation period,
we Will have time to observe the regulations in action before any
fines must be collected.

"our ultimate goal is a collaborative effort between
industry, consumers and government to deliver high quality care
to nursing home residents. No nursing home which fails to meet
quality standards will be immune from the appropriate sanctions.
Likewise, no nursing home which meets the standards will be
subject to any penalties."

F#



07/03/95

13:25

8202 690 7203

HHS OS/ES

@o10

d dv.L



07/03/95 13:26

'USA Today; 6-28-95

202 690 7203

Nursing home
reforms at risk

Industry, lobbyists, White House at odds

By Peter Eisler
USA TODAY

Charges of backroo and
broken promises are clouding the
Qlinton administration’s push to ead
. & seven-year delay in implementing
rules to crack down on shoddy nurs-

:Inqr:ouu
* Theadministration has seta July I
for adopting the rules,

ing what it sees as double-dealing in
negotiations over the rules’ content.

“All the delays have increased the
pressure enormously, and it's com-
pounded by the fact that all of this is
being done in secret,” sald Sarah
Burger of the National Qtizens Coall-
tion for Nursing Home Reform.
“We're very wary.”

So is the nursing home industry,
which says that initial drafts of the
new rules were {oo tough, leaving
about eight of every 10 nursing
homes to face fines or other penal
ties for what the industry says are, in
most cases, minor offenses.

Tuesday, the bebind-the-scenes

ﬂmmermme‘mapubllcboll:
Qlinton administration oficisls

nursing home lobby group for circu-
lating 8 memo — obtained by USA
TODAY — that said the admintstra-
tion had, in effect, caved to industry
pressure and would delay putting the
new rules in place.

“After weeks of intense lobbying
... 8t the sdministrative and coo-

may be needed.”
The Health Care Financing Ad-

HHS 0S/ES

CLINTON:

Administration denies
caving In 1o industry pressure

ministration is writing new rules be-
cause it oversees Medicare and Me-

SuTVeyors.

But Congress left it {0 the Health
Care Financing Administration to
spell out detalls — and the many re-
forms were not enforced.

The Bush administration never
put them in place. And the Qiinton
administration’s slready difficult
task in doing s0 now has been com-
plicated by the new anti-regulatory

do11
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U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

June 1995 Contact: HCFA Press Office
(202) 690-6145

FORM ¢
FLEXIBLE ENFORCEMENT RULES TO ENSURE HIGH QUALITY CARE

overview: As of July 1, 1995, HHS is implementing the
last major phase of nursing home reform. On that day, new
enforcement regqulations take effect to assure high quality
care in nursing homes.

Nursing home reform has been put into effect in phases
by BHS' Health Care Financing Administration, working in
cooperation with nursing home providers as well as
organizations representing Medicare and Nedicaid
beneficiaries.

To date, reform has included a residents' *"bill of
rights® and requirements for individual resident assessments
and plans of care, as well as nurse aide training and
competency requirements and the establishment of a nurse
aide registry. Now, with the new enforcement regulations, a
wider range of sanctions will be available, tailored to
different kinds of quality problenms.

The new enforcement rules provide a variety of remedies
that can be applied for deficiencies of varying severity.
Adopting "substantial compliance® as the acceptable
standard, the new rules are meant to ensure reasonable
regulation, while at the same time they require nursing
" homes to fix problems quickly and on a long-term basis. An
important goal of the new enforcement plan is to ensure that
continuous internal quality control and improvement is
performed by nursing homes themselves. HCFA is working
closely with states, providers and beneficiary groups as the
new enforcement regulations are implemented.

Nursing homes at a glance:

Number of nursing home residents: 1.5 million
Number of nursing homes: 16,700
Annual nursing home spending*: $40 billion

(*FY'95 estimate, Medicare/Medicaid-federal & state)
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Page 2
BA RO
o Nursing home reform was the result of the Institute of

Medicine's (IoM) study of the regulation of nursing homes,
entitled, “Improving the Quality of Care in Nursing Homes,*
published in 1986. The study culminated in the passage of
reform legislation in the Omnibus Budget Reconciliation Act
of 1987. Nursing home reform resulted in a new set of
outcome-based requirements which have been in effect since
1990.

o A primary focus of the IoM study was the chronic problem of
nursing homes that fail to comply with federal requirements
and the manner in which "borderline® nursing homes were in
and out of compliance with Medicare and Medicaid health and
safety participation requirements. The IoM found that many
of these facilities could avoid termination of participation
if they came into compliance long enough to be recertified,
but that these facilities had no commitment to sustained
compliance. Therefore, the study recommended that HCFA
implement a range of intermediate remedies to deter
violations.

o HCFA's new long term care enforcement regulation implements
the nursing facility reform legislation passed by Congress.
The legislation mandated the abandonment of HCFA's
traditional methodology of responding to deficiencies, which
relied primarily on a single severe sanction: termination of
payment for Medicare and Medicaid patients. The new variety
of remedies allows HCFA or the state to tailor the
particular remedy to the seriousness of the violation.

o The proposed enforcement rule was published in the Federal
Register on August 28, 1992. HCFA considered 28,000
comments received during the comment period, 1nc1uding all
concerns raised by industry, advocates, and beneficiaries,
in the creation of improved measurements of compliance. The

final regulation was published in the Federal Register on
November 10, 1994.

o The regulation provides for the imposition of civil money
penalties and other alternative remedies, such as denial of
payment for new admissions, state monitoring, temporary
management, directed plans of correction, and directed in-
service training. At the same time, the enforcement
regulation requires that all violations be addressed,
employing a remedy that is appropriate to the severity of
the problen.
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To implement the law and regulations, a workgroup comprised
of state, regional, and central office representatives
created the State Operations Manual instructions for the new
enforcement system. The manual instructions were then
circulated for comment. HCFA has addressed and incorporated
comments and suggestions received from industry
representatives, consumer advocates, and internal partners
such as states and regions.

The final enforcement regulation is effective July 1, 1995.

GOALS

The enforcement regulation establishes attainable compliance
standards for Medicare/Medicaid providers. Perfect
compliance is not a realistic expectation. Facilities are,
however, expected to achieve substantial, continued
compliance and take an active stance in quality assurance
and improvement, with ongoing efforts at internal quality
contrel. The enforcement process, including definitions of
scope and severity, was developed in partnership with
provider and beneficiary groups.

HCFA recognizes that one enforcement response is not
appropriate for all deficiencies. The new regulation
provides alternatives to termination and denial of payment
for addressing noncompliance. Sanctions are commensurate
with the level and pervasiveness of harm.

HCFA has four goals in implementing the final rule. These

goals are key to the success of the overarching objective --

continuocus improvement in the quality of nursing home care.

Lv. aciliti i lance. Enforcement

process can result in remedies for noncompliance. A
facility cannot wait for a state to act as its quality
assurance program by identifying deficiencies on the
survey, then fix it without a remedy.

c te . Requires
that studies be conducted, education programs be
provided, and mandatory surveyor training and testing be
completed. An enforcement model to assess deficiencies
and select remedies is used to guide decision making.

C t ns. . Puts
enforcement remedies into three remedy categories, and
each remedy category is associated with specific levels
of noncompliance. Makes a correlation between the
seriousness of noncompliance and the enforcement
response.
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4. cess ces . Informal dispute
resolution process should reduce burden of formal
mechanism and will not delay enforcement remedies. The
existing enforcement remedies are blended into the new
enforcement model.

WHAT THE REGULATION DOES
o Expands the menu of remedies that can be imposed instead of,

or in addition to, termination.

o Uses substantial compliance as the standard of compliance.
Substantial compliance means that a provider’'s deficiencies
pose no more than a potential for minimal harm. Providers
in substantial compliance are certified in compliance and
are not subject to enforcement remedies.

o Uses severity and pervasiveness to determine appropriate
remedies.
o Discourages "yo-yo compliance" by providing for the

imposition of a civil money penalty upon identification of
current noncompliance as well as periods of noncompliance-
between two certifications of compliance. Poor performers
who come into compliance only long enough to be recertified,
but who don't sustain compliance, can be sanctioned quickly.

o Codifies informal dispute resolution. Providers have an
opportunity to dispute survey findings to the State or
regional office. This informal review will not delay
enforcement actions.

PARTNERSHIP: TRAINING AND ASSISTANCE .
° 'An intense and wide~ranging training initiative has been

carried out to prepare for implementation of the new
enforcement regulations. HCFA has worked with states and
with private industry to assure preparedness.

o HCFA is also establishing unprecedented procedures,
including early alert systems, to monitor implementation and
ensure that the new rules work as intended to ensure high
quality care.

o The actual requirements that nursing homes must meet (the
nursing home certification rules) have been in effect nearly
five years, and during this time providers have received
extensive training on those requirements.
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Page 5
L] The training initiative has been extensive:

-- State and regional trainers responsible for educating
the surveyors and personnel in their districts attended
training provided by HCFA central office in Baltimore,
MD. The four one-week training sessions were offered
between April 3 and May 12, 1995.

- Industry and advocacy representatives attended each
training session and offered evaluative comments and
suggestions for the improvement of materials and
presentations.

- States and regions have also been training personnel in
preparation for the July 1, 1995, effective date. HCFA
central office staff attended state and regional
training sessions to gauge the consistency and
effectiveness of this second stage of training.

-- HCFA developed videos and training materials to
standardize the field training and provide instructors
with consistent, accurate information about the new
enforcement systenm.

o HCFA will monitor the implementation closely and work in
partnership with private industry:

- The implementation of the nursing home enforcement
regulation is planned so that nursing home residents
are assured access to high quality care and nursing
homes will have safeguards to protect them from the
imposition of inappropriate or unnecessary remedies.

-- Almost all facilities will be given the opportunity to
correct the deficiencies and avoid remedies. The
structure of the enforcement process provides that
remedies (including civil money penalties) will not
take effect for the first 90 days after the July 1
implementation date. Only those chronic poor
performers and those with deficiencies presenting
immediate jeopardy will be assessed an immediate
remedy, including civil money penalties.

- HCFA plans to gather extensive data on implementation,
and use this information to concentrate educational
efforts and fine tune the enforcement process. Federal
surveyors will accompany state surveyors to observe and
assure national consistency.

- A Council of Observers representing consumers,
providers and professional groups will provide feedback
during the early implementation.
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HCFA is establishing an E-mail station to collect and
answer implementation questions from the States and
regions. 1In addition, central office will conduct

- weekly conference calls with the regions dedicated to

implementation issues and updates.
A "situation room" will be dedicated as a central

control point for monitoring implementation and
communicating with States and regions on a daily basis.

$44
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DRAFT

Implementation of the Final Rule for Survey,
Certification and Enforcement for Nursing Homes

»

Summary

»  In response to often deplorable conditions in the nation’s nursing homes, the
Congress enacted landmark reform legislation in the Omnibus Budget
Reconciliation Act of 1987. The rule on survey and enforcement completes the
comprehensive reform started in 1986.

> The OBRA ’87 legislation raised the standards for nursing home care. These
higher standards have been in effect since October 1, 1990, and will be enforced
through this regulation. Reimbursement to nursing homes was increased to
reflect the cost of compliance with these new standards.

> The enforcement regulation, published in November 1994, is scheduled to take

effect on July 1, 1995. Only about one-twelfth of the nation’s nursing homes will

be surveyed in July.

> The enforcement process, including the definitions for the scope and severity of harm to
residents, was developed in partnership with provider and beneficiary groups during a
series of meetings.

> No fines or other remedies will take effect for most facilities during the first 90
days of implementation. Therefore, HCFA will have time to monitor the
regulations and identify any problems during this initial implementation period
before any fines are collected.

Almost all facilities will be given the opportunity to correct their deficiencies and
thereby avoid remedies. However, chronic poor performers and those with
deficiencies presenting immediate jeopardy will not only be required to correct
the deficiencies, but will also be assessed immediate remedies, including civil
money penalties.

> Both the Secretary of DHHS and the Administrator of HCFA are personally
committed to monitoring the implementation to ensure that both providers and
consumers are not adversely impacted. A "situation room", staffed by HCFA and
state experts in nursing home regulation, will promptly identify problems and
provide guidance to the field. HCFA will conduct on-site reviews to ensure
consistent interpretations of survey instructions and assess areas of concern about
the revised protocol. Some of the Nation’s leading nursing home care providers,
consumer advocates and state regulators will offer their assessments of the impact
of the implementation and help to identify any problems that arise during the
early stages of implementation.
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Philosophy Rooted In OBRA ’87 Nursing Home Reforms

> In response to often deplorable conditions in the nation’s nursing homes
identified in a 1986 report from the Institute of Medicine, the Congress enacted
landmark reform legislation in the Omnibus Budget Reconciliation Act of 1987
(further amended in 1988, 1989, and 1990 legislation).

> OBRA 87 was implemented through a number of nursing home reform regulations
designed to help ensure that residents receive the care and services they need to meet
their highest practicable level of functioning; that nursing homes remain in substantial
and continual compliance with program requirements; and that each facility maintains a
strong, functioning quality assurance program.

» A number of regulatory actions were required to implement the nursing home
reform provisions. New, higher standards, designed to improve the quality of life
and quality of care for the nation’s 2.1 million frail and elderly nursing home
residents, took effect on October 1, 1990. Reimbursement to nursing homes was
increased to reflect the cost of compliance with these new standards.

. —-——-»____The final regulation on survey and.enforcement completes the comprehensive
reform mandated by the reform law. The system established under this regulation
provides authority for various remedies that can be imposed if nursing homes do
not meet standards of care incorporated in the requirements for participation in
the Medicare and Medicaid programs, which together pay over $40 billion
annually for nursing home care. The final regulation was published in the
Federal Register on November 10, 1994.

> The final regulation is intended to:
® Motivate facilities to remain in compliance.
@ Promote survey and enforcement consistency.
® Link enforcement responses to deficiencies.
® Avoid the creation of unnecessary processes.

> The regulation is scheduled to take effect on July 1, 1995.
> The implementation of the nursing home enforcement regulation is a work in

progress. HCFA will monitor the implementation of this system very closely and
adjust procedures to resolve any operational problems as they appear.
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Phased-in Implementation
> This regulation enforces standards that have been in effect since October 1990.

> This regulation was published in final in November 1994. The effective date was delayed
precisely to insure that HCFA and the nursing home industry had time to prepare for
the new enforcement procedures.

> Given the normal survey schedule, only one-twelfth of the nation’s nursing homes will be
surveyed in July, and each month thereafter.

Partnership - The Key to Effective Regulation

> The enforcement process, including the definitions for the scope and severity of harm to
residents, was developed in partnership with provider and beneficiary groups over a
number of months culminating in a series of consensus meetings conducted during
March 1995.

». . A work group comprised of State, and HCFA regional and central office representatives
created the State Operations Manual Instructions for the new enforcement system. The
manual instructions address comments and suggestions received from industry
representatives, consumer advocates, and other internal partners.

"Harm" Defined by a Scope and Severity Scale

> The American Health Care Association estimates and is concerned that over 80%
of nursing home will be found out of compliance under the new enforcement
system. In fact, of that 80% almost all facilities will be given the opportunity to
correct their deficiencies and avoid sanctions. Only those chronic poor
performers and those with deficiencies presenting immediate jeopardy will be
assessed an immediate remedy, including civil money penalties.

> The degree of harm to a nursing home resident caused by a deficiency is defined
by a scope and severity scale (see attachment). A work group of State and
HCFA regional and central office staff, as well as nursing home represeatatives
and consumer groups, developed definitions to accompany the scope and severity
scale. They include the following definition of actual harm that is not immediate
jeopardy to the health and safety of the residents:
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"Non-compliance that results in a negative outcome that has compromised the
resident’s ability to maintain and/or reach his/her highest practicable physical,

o023

mental and psychosocial well being as defined by an accurate and comprehensive
resident assessment, plan of care, and provision of services. This does not include

a deficient practice that only has limited consequence for the resident.”

Illustrative examples of varying levels of harm and the resulting remedies include:

Immediate jeopardy:

A facility fails to clear most fire exits several hours after a snow fall. Since
residents would not be able to exit the building in the event of a fire or
other emergency, this deficiency represents a severity of immediate
jeopardy, and the scope of the deficiency is widespread, since all residents
are potentially affected. Under the current system, if the facility fails to
correct, the only available enforcement option is termination. Under the
new rules, if the facility fails to correct within the limited time available,
the facility will be subject to one or more remedies, one of which must be
either temporary management or termination. The facility could also be
subject to a civil money penalty of $3,050 to $10,000 per day of
noncompliance.

Actual harm that was not an immediate jeopardy:

Example 1:

A nursing facility failed to provide a large group of residents with
care and services needed to maintain grooming and hygiene
andsupport resident dignity. These residents, many of whom were
incontintent and were totally dependent on staff for care and
services, had oily hair, poor oral hygiene, inflamed gums, and strong
body odor. Incontinent residents were often left in public areas for
long periods of time with soiled clothing. Surveyors also found that
a strong urine odor permeated the facility.

This deficiency represents a severity of actual harm that was not an
immediate jeopardy. Since the deficiency affected a large number of
residents in the facility, the scope of the deficiency was widespread. Under
the current system, we would request correction, but no remedy is imposed
for failure to correct. Under the new rules, if the facility fails to correct

~ the deficiency within the time available, one or more remedies will be

imposed, and may include denial of payment for new admissions, denial of

3
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payment for all individuals, or a civil money penalty of $50 to $3,000 per
day of noncompliance.

Example 2:

A diabetic resident who should get insulin at 6:30 a.m. does not. At
10:30 a.m., she shows signs of a diabetic reaction. This deficiency
represents a severity of actual harm that was not an immediate
jeopardy. Since she was the only resident affected, the scope of the
deficiency was isolated. Under the current system, we would
request correction, but no remedy is imposed for failure to correct.
Under the new rules, if the facility fails to correct the deficiency
within the time available, one or more remedies will be imposed,
and may include denial of payment for new admissions, denial of
payment for all individuals, or a civil money penalty of $50 to $3,000
per day of noncompliance.

No actual harm with a potential for minimal harm:

A physician caring for 10 percent of the residents fails to visit them
within prescribed timeframes. This would be considered a severity
level of "harm 1" (no actual harm with a potential for minimal
harm) and the scope represents a pattern. Both under the current
system and under the new rules, this facility would not be subject to
an enforcement remedy, but would be required to develop a plan of
correction to keep the situation from reoccurring. '

Flexibility Granted to Providers

> Three key elements of the enforcement strategy will give facilities flexibility:
substantial compliance, informal dispute resolution, and date certain.

"Substantial compliance" is the standard for certifying nursing homes.
Minimal deficiencies will not be cause for denying certification or imposing
other remedies. In other words, a facility may be out of compliance with
some Medicare and/or Medicaid requirements, but still be in substantial
compliance, depending on which requirements are not met and to what
extent.
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] The regulation requires States to give facilities an opportunity to
contest the existence of deficiencies on the basis of the survey
findings through an informal dispute resolution process. Formal
appeal mechanisms are also available.

] The majority of facilities will get an opportunity to correct
deficiencies and, if corrected, avoid remedies.

On a "date certain”, if the facility has not achieved substantial
compliance, the State survey agency (SA) will recommend that the
HCFA Regional Office or State Medicaid Agency impose remedies.
If substantial compliance is achieved, remedies are not
recommended.

It is likely that the majority of nursing homes will come into and
remain in substantial compliance prior to the date certain and avoid
the imposition of remedies. However, facilities found to have an
"immediate jeopardy" to resident health and safety and those
identified as chronic "poor performers" will not get an opportunity
to correct before remedies are imposed.

Extensive training initiative

'S

State and HCFA personnel have been training surveyors, providers and consumer
advocates in preparation for the July 1, 1995, effective date. HCFA developed videos
and training materials to standardize the field training and provide instructors with
consistent, accurate information about the new enforcement system.

HCFA will address early implementation issues requiring further clarification or
refinement through the development of training videotapes and a national satellite
broadcast during the latter part of September 199S. Additional follow-up training
programs will also be developed.

More Tools For Surveyors

>

Previously, the only enforcement actions available when a facility was out of compliance
with participation requirements were termination or denial of payment for new
admissions. This regulation recognizes that a single enforcement response is not
appropriate for all deficiencies, and provides alternatives to termination and denial of
payment in the case of noncompliance. The regulation provides the flexibility in each
case to apply a remedy that fits the scope and severity of the problem. The regulation
provides the flexibility in each case to apply a remedy that fits the scope and severity of
the problem. Available remedies, listed from least severe to most severe, include:

5
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Monitoring by State Survey Agency

directed plan of correction

directed in-service training of staff

denial of payment for new admissions

denial of payment for all individuals

civil money penalties

temporary management

termination from the Medicare/Medicaid programs and
closure and/or transfer of residents.

Civil Money Penalties

> The regulation discourages "yo-yo compliance" by providing for the imposition of
a civil money penalty (CMP) upon identification of current noncompliance as well
as periods of noncompliance between certification periods. Poor performers who
come into compliance only long enough to be recertified, but who do not sustain
compliance, can be sanctioned quickly.

> A CMP can be imposed within two ranges. The upper range is from $3,050 to
$10,000 per day of noncompliance for deficiencies constituting jmmediate
jeopardy (severity level 4, regardless of scope level). The lower range is from $50
to $3.000 per day of noncompliance for deficiencies constituting pon-immediate
jeopardy (severity level of 2 or 3, regardless of scope level)

> A CMP may be imposed for the number of days that a facility is not in substantial
compliance with one or more participation requirements, regardless of whether
deficiencies constitute inmediate jeopardy or not. A CMP may also be imposed for
egregious past noncompliance that falls between 2 certifications of compliance.

> While a CMP may be imposed for the number of days that a facility is out of
compliance, the majority of facilities will be given an opportunity to correct before a
CMP is imposed; therefore, we expect that these facilities will be able to achieve
substantial compliance before the imposition of the remedy.
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Implementation: "Partners for Better Care"

> The implementation of the nursing home enforcement regulation is planned so
that nursing home residents are assured access to high quality care and nursing
homes will have safeguards to protect them from the imposition of inappropriate
or unnecessary remedies.

> The structure of the enforcement process provides that remedies (including civil money
penalties) will not take effect for the first 90 days after the July 1 implementation date.!

> HCFA will establish a "situation room" staffed by individuals with expertise in nursing
home regulation to promptly identify problems and controversial issues and provide
guidance for HCFA field staff. HCFA staff will conduct onsite observations with state
survey teams to ensure consistent interpretations of survey instructions and assess areas
of concern about the revised protocol. In addition, HCFA will collect and analyze data
regarding survey findings and proposed remedies.

> During the initial months of the implementation, copies of the statements of deficiencies
and other survey documents that cite substandard quality of care or other significant
findings will be sent to the "situation room." The documents will be reviewed and
analyzed to ensure appropriate and consistent interpretation of definitions or to identify
any problems with the definitions. HCFA'’s reviews will be completed before a remedy is
imposed.

> To assess the impact of the nursing home enforcement regulation implementation,
HCFA is consulting some of the nation’s leading nursing home care providers, consumer
advocates, and state regulators. These individuals will assist the Secretary and the
HCFA Administrator in identifying any problems that arise during the early stages of the
enforcement process. The analysis of the data will be provided to senior officials and
the individuals assessing the implementation for review and discussion. Senior officials
will take any action they determine is needed such as surveyor training,
clarifications/refinements of definitions used in implementing the enforcement
regulation, or issuance of emergeancy rules to maintain the integrity of the health care
system in the delivery of nursing home services.

! Immediate jeopardy and poor performing facilities not included. Immediate jeopardy procedures
have not been changed. The requirements for immediate corrective action to remove jeopardy continues
in effect. Facilities with a history of significant deficiencies during previous survey periods will also be
subject to the immediate imposition of remedies.
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Attachment

DEFINITIONS OF SEVERITY

NO ACTUAL HARM WITH POTENTIAL FOR MINIMAL HARM: A deficiency that has the
potential for causing no more than a minor negative impact on the resident(s).

NO ACTUAL HARM WITH POTENTIAL FOR MORE THAN MINIMAL HARM THAT 1S
NOT IMMEDIATE JEOPARDY: Non-compliance that results in minimal physical, mental
and/or psychosocial discomfort to the resident and/or has the potential (not yet realized) to
compromise the resident's ability to maintain and/or reach his/her highest practicable physical,
mental and/or psychosocial well being as defined by an accurate and comprehensive resident
assessment, plan of care, and provision of services.

ACTUAL HARM THAT IS NOT IMMEDIATE JEOPARDY. Non-compliance that results in a
negative outcome that has compromised the resident's ability to maintain and/or reach his/her
highest practicable physical, mental and psychosocial well being as defined by an accurate and
comprehensive resident assessment, plan of care, and provision of services. This does not

. include a deficient practice that only has limited consequence for the resident and would be
included in level 2 or in level 1.

IMMEDIATE JEOPARDY TO RESIDENT HEALTH OR SAFETY. A situation in which
immediate corrective action is necessary because the provider's noncompliance with one or
more requirements of participation has caused, or is likely to cause, serious injury, harm,
impairment, or death to a resident receiving care in a facility.

DEFINITIONS OF SCOPE

ISOLATED: Scope is isolated when one or a very limited number of residents are affected
and/or one or a very limited number of staff are involved, and/or the situation has occurred
only occasionally or in a very limited number of locations.

PATTERN: Scope is a pattern when more than a very limited number of residents are affected,
and/or more than a very limited number of staff are involved, and/or the situation has occurred
in several locations, and/or the same resident(s) have been affected by repeated occurrences of
the same deficient practice. The effect of the deficient practice is not found to be pervasive
throughout the facility.

WIDESPREAD: Scope is widespread when the problems causing the deficiencies are pervasive

in the facility or represent systemic failure and affect, or have the potential to affect, a large
number of residents in the facility.

L2/



