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TO: (See B e l o w ) 

FROM: A l l i s o n H. Eydt 
O f f i c e o f Mgmt and Budget, OIRA 

SUBJECT: More D i s c u s s i o n Regarding S t a r k Volume Threshholds 

As d i s c u s s e d i n my E-mail dated 6/26, data we have r e c e i v e d from 
HCFA r e l e c t s breaks i n l a b o r a t o r y d i s t r i b u t i o n s a t 2,000 and 
10,000 t e s t s . U n f o r t u n a t e l y , t h i s d ata i s u n v a l i d a t e d , s e l f 
r e p o r t e d , and u n r e p r e s e n t a t i v e . I t i s d i f f i c u l t t o imagine, 
however, t h a t a 2,000 t e s t c e i l i n g i n a shared o f f i c e l a b 
e x c e p t i o n would r e s u l t i n s u b s t a n t i a l program abuse. Based on 
HCFA's "sample" of "shared o f f i c e l a b o r a t o r i e s , " 4 1 % o f these 
l a b o r a t o r i e s p e r f o r m 2,000 t e s t s o r l e s s per year and t h e r e f o r e , 
would r e c e i v e r e l i e f from such an e x c e p t i o n . I t s h o u l d be noted, 
however, t h a t a l t h o u g h 4 1 % o f a l l such l a b s sounds r e s p e c t a b l e f o r 
an e x c e p t i o n , i t may not be l a r g e enough p o l i t i c a l l y . A 10,000 
t e s t c e i l i n g would p r o v i d e r e l i e f t o an a d d i t i o n a l 38% 
l a b o r a t o r i e s ( f o r a t o t a l 79%.) 

Because a 10,000 t e s t c e i l i n g c o u l d r e s u l t i n program abuse, I 
asked HCFA t o p r o v i d e a c o n t i n u o u s d i s t r i b u t i o n o f l a b s p e r f o r m i n g 
between 2,000 and 10,000 t e s t s . HCFA e x p l a i n e d t h a t t h i s a n a l y s i s 
would t a k e two t o t h r e e weeks. I asked them t o i n i t i a t e i t . Now 
t h e y have come back and r e f u s e d t o pursue such an a n a l y s i s . 
Unless we can m o t i v a t e HCFA t o comply w i t h t h i s r e q u e s t soon, i t 
appears t h a t we would have t o c r e a t e an e x c e p t i o n based on t h e 
scant e x i s t i n g d a t a . Under these c i r c u m s t a n c e s , I recommend a 
c o n s e r v a t i v e 2,000 t e s t c e i l i n g . 

Other approaches t o an e x c e p t i o n c o u l d be i n c o r p o r a t i o n o f HCFA's 
l e g i s l a t i v e p r o p o s a l i n t o the r u l e (as d i s c u s s e d i n my p r e v i o u s 
E-mail) o r a rough t r a n s l a t i o n of the 5 p h y s i c i a n l i m i t i n t h i s 
e x c e p t i o n t o a volume c e i l i n g of perhaps 5,000 t e s t s o r so. I t 
seems more r a t i o n a l t o s i m p l y accept HCFA's p h y s i c i a n l i m i t , 
however, t h a n t o make another a r b i t r a r y l e a p t o a comparable 
volume t h a t i s based on no d a t a . 

My p r e f e r r e d recommendation from a l l o f the above would be 
s t r a i g h t a d o p t i o n o f HCFA's l e g i s l a t i v e p r o p o s a l as an 
a d m i n i s t r a t i v e e x c e p t i o n . While p o s s i b l y more f l e x i b l e t h a n a 
2,000 t e s t c e i l i n g , i t c o u l d r e s u l t i n l e s s abuse t h a n a 10,000 
t e s t c e i l i n g . Most i m p o r t a n t , t h i s p r o p o s a l i n c l u d e s language 



t h a t p r o h i b i t s a d i r e c t r e l a t i o n s h i p between the t e s t r e f e r r a l s o f 
each shared o f f i c e p h y s i c i a n and h i s o r her p r o f i t s . T h i s 
language i s c r i t i c a l t o d i s c o u r a g i n g program abuse. 

RMO s t a f f p r e f e r no e x c e p t i o n over a l l of the above because these 
p r o p o s a l s have q u e s t i o n a b l e e m p i r i c a l bases. 

I n a p r e v i o u s E-mail, I i n f o r m e d you where I w i l l be t h e nex t few 
days. Do not h e s i t a t e t o c o n t a c t me, i f you want t o d i s c u s s these 
i s s u e s f u r t h e r . 

D i s t r i b u t i o n : 

TO: S a l l y Katzen 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secfetarv . 

Washington. D.C. 20201 

TO: Claudia Cooley 
Executive Secretary 

FROM.- Assistant Secretary f o r 
Planning and Evaluation 

SUBJECT: FINAL WITH COMMENT - Physician Ownership of, and 
Referrals to. Health Care E n t i t i e s That Furnish 
C l i n i c a l Laboratory Services (HCF-342) — 
NONCONCURREKCE 

Section 1877 of the Social Security Act p r o h i b i t s c e r t a i n 
physician r e f e r r a l s t o "designated health services." The 
pr o h i b i t e d r e f e r r a l s are those which are believed t o be p r i m a r i l y 
r e l a t e d t o increasing the income of the r e f e r r i n g physician, 
rather than diagnosis or treatment of a Medicare b e n e f i c i a r y . 
This r e g u l a t i o n proposes t o implement the po r t i o n of the law that 
applies t o c l i n i c a l laboratory services (Stark I ) . HCFA notes 
t h a t another r u l e w i l l be developed t o implement the remainder of 
the s t a t u t e dealing with the res t of the designated health 
services: physical and occupational therapy services, r a d i a t i o n 
therapy services, home health services, etc. (Stark I I ) . 

This i s an issue which, as you know, i s being considered f o r 
l e g i s l a t i v e modification i n a d i f f e r e n t venue. Therefore, I 
recommend t h a t t h i s regulation be held i n the Department u n t i l 
those discussions are concluded. However, i n order t o r e t a i n the 
option of issuing the regulation, I recommend t h a t r e d r a f t i n g 
begin along the lines below. 

I f the decision i s made to proceed w i t h t h i s r e g u l a t i o n , I 
nonconcur w i t h the publication of t h i s r u l e as i t i s c u r r e n t l y 
d r a f t e d . The statute i t s e l f exempts the great m a j o r i t y of the 
approximately 100,000 physician o f f i c e laboratories t h a t do 
business w i t h Medicare ( a l l solo practices and many group 
p r a c t i c e s ) . HCFA proposes t o exempt most of the remainder 
through an exception allowing physicians t o perform t e s t s on 
t h e i r own patients on the shared equipment. The preamble, 
however, reads as i f we were r e j e c t i n g almost a l l suggestions for 
exemptions. Both the memorandum t o the Secretary and the 
preamble should be redrafted t o change the tone and t o emphasize 

r our responsiveness to physician concerns. F i n a l l y , we should 
make clear th a t the Congress gave the Secretary e x p l i c i t 
a u t h o r i t y t o create reasonable exemptions. We should w i l l i n g l y 
use t h i s a u t h o r i t y to minimize burden on small physician o f f i c e s 
who seek practice cost e f f i c i e n c y through shared laboratory 

Larrangements. A substantial r e w r i t e w i l l be needed t o the 
preamble t o make i t s tone p o s i t i v e . 
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The HCFA regulation should also be redrafted to eliminate an£ 
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 i t to be small 
(HCFA should provide an estimate). Although I believe the i n -
office ancillary exception would exempt most legitimate shared 
laboratories, the approach in the regulation i s cumbersome and 
the fact that most small,shared laboratories would be exempt i s 
not immediately clear. 

A more straightforward approach to obtaining the desired result 
would be to exempt a l l shared laboratories which meet certain 
e x p l i c i t c r i t e r i a which minimi2e 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 i l l e g a l ) : 

1) shared physician laboratories that conduct fewer than 
10,000 tests a year or-$50,000 in dollar volume. (On the 
grounds that i f total laboratory volume i s low there i s no 
substantial financial gain from induced referrals.. I am not 
sure the numbers are right but they i l l u s t r a t e the 
principle.); or 

2) any laboratory that i s owned by 10 or fewer physicians i f 
90% or more of i t s volume i s from these physicians' own 
practices (likewise, the potential for waste from induced, 
referrals i s 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 a l l categories of covered 
services, such as ultrasound in gynecologist offices, orthopedic 
eauipmentin orthopedic offices, x-rays in any office,"etc. This 
rule, i f issued, could signal our intentions in this regard. 

Finally, the way the in-office ancillary exemption i s currently 
drafted could lead to enforcement problems and, in the extreme, 
some absurd results. The "direct supervision' requirement means 
that i f a physician i s called out of the office,building on an 
emergency c a l l , the laboratory technician in the shared 
laboratory must be notified and stop doing tests on that 
physician's patients. This i s 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 i s ordinarily on-site. 
CLIA rules do not require that the technical supervisor or lab 
director be' on-site. Furthermore, Congressional intent appears 
to allow off - s i t e 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. 

p*vid T. Ellwcijpd 

Prepared by: C. Colladay, 690-7770 and 6. Greenberg 690-7794 

cc: Anna Boyd 
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Cemnti Zn F»vor of « fl>ar«d laboratory Ixcaptlon M«dt by 
Afioclfttloiu, Other rhyBiel*n Croupi, and LAW Finu 

.^Mrion SacUtv of Inf mtl WtatCini 

o Thtr« thould b« t ihtrrt laboratory •xotption under which 
phytician» can eontlnu* to provide isb testing to their 
patients, without tny rlek or progrw or patient abuee. 

o The shared lab errengeaent fhould include only a Halted 
nuabor of phytioian praotioee. 

o The phyeioian practice! involved in the ehared arrangement 
ttitt occupy the aame office apace or their office! ihould be 
eontlguouf to one another. 

o Sach phyeician involved in the arrangement must only per font 
teetlng on hia or her own Medicare patient*. 

0 Sach phyeician'i eoployee vuet perfon the t.eet and thw 
physician niiet eupervlfe the performance of tho test or the 
phyeician nuit perform the test for his or her Medicare 
patients, if a physician Involved in a shared lab 
arrangement la eharing a laboratory employee with ether 
physician*, the physician would need to superviee the 
employee when teetlng is being performed en Ml ox her 
patienti• 

o Physicians involved In a ehared laboratory arrangeaent ehould 
not be required to aainteln a certain voluae of referrals. 

o Physicians involved in shared laboratory arrangeaent• could 
be required to attest in writing that they aoet these five 
criteria. 

Aaorican Group Practice Aseoclatlon 

0 The final rule should recognise shared service arrangemente 
between group practleea and hoepltals under cireuAstances 
that satisfy the spirit of the law and are consistent with 
the conditions set forth in other exceptions relating to 
ooapensatlon arxangeaente. 

.o All the compensation arrangeaents ehould be for Identifiable 
services; the aaount of the renuneration should be consistent 
with fair market value, and should not be determined by the 
voluae or value of referrals; and the renuneration 
arrangeaents should be coafterclally reef enable even if no 
referrals were aade. 

(Notei The OBRA 'Si aaendAente contain a nuaber of 
coapenaation errahgenent exceptions that accoamodate thie 
reeomaendatlon.) 
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L»»eciatlon ef Aaerlcan Medical CollmM and the Medical Qroup 
lanacewent Aaeociatlon (faae comroente) 

o HCfA should provide an exception to allow ehared laboratory 
arrangements between faculty practice plana and hoipltals 
that aeet the following criteria. 

- The ehared laboratory facility, the faculty practice 
plan and affiliated hospital (or other entity) ara part 
of the saae nodical complex. 

- The costs of operating the shared facility ara shared on 
the baa la of utliixatlon by each party, so that each 
party pays only ite own costs and dees not subsidise the 
provision of laboratory services to the *tber. 

- The creotion or continuation of the shared facility 
arrangeaent is not related to the voluae or value of 
referrals of patiente between the clinic and hospital 
(or other entity) for other, non-Medicare services. 

Aaerlcsn Academy of Meuroloov 

o There should be a shared laboratory exception if tha 
following conditions are aeti 

- The shared laboretory arrangeaent Involves a Halted 
nuaber of practices* 

- The physicians involved in tha ehared arrangeaent occupy 
the eaae office space or their offices are contiguous. 

- sach physician Involved in the arrangeaent la only 
performing testing on his or her own patients. 

- The physicians involvsd in the arrangement do not have 
to aaintaln a certain voluae of referrals. 

Aaerlcan Aseoclatlon of clinical Bndocrlnoloclsts 

o The shared laboratory arrangement involves a Halted nuaber 
of practleea. 

o Tha physicians Involved in the ehared arrangement occupy the 
saae office space or their offices are within the eaae 
building. 

o sach physician Involved in the arrangeaent is only performing 
testing on hie or her own petiente. 

o The phyeician is actually perfornlng the testing on hie or 
her own patients or superviaiag his or her eaployees who 
p«rform the teetlng. 
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o The physieiftni Involved In the erzenoement do not heve to 
aainteln a certain voluae of referrals. 

AmmrLcifi Colleoe ? f Rheyaatology 

o The shared laboratory arrangement Involves a Halted number 
of practices. 

o The physlclani Involved in the shared erranaeaent occupy the 
saae office space or their offices are contiguous. 

o Each physician involved in the arrangeaent perforaa testing 
aa hia or her own petiente. 

o The physicians involved in the arrangeaent do not have to 
maintain a oertaln volums of referrels. 

tesrlcan Medical Aesoclatlon 

o All physician* "sharing" the laboratory have office space in 
the saae building or coaplex where the laboratory is located. 

o All laboratory testing is performed on site. 

o Tha laboratory la net a aeparate corporate entity. 

o All physicians "sharing" the laboratory actively supervise 
the teetlng performed by the laboratory. 

o The laboratory provides services only for petiente of the 
physicians "sharing" the laboratory. 

o All laboratory tests are billed by the ordering physician 
under that physician'a provider number. 

The Aaerlcan Acadeav of ramllv Phvlciane 

o The shared laboratory is owned by two or more physicians not 
in a group practice for the eacluelve use of these phyelelane 
In performing clinical laboratory testing only for their 
patients. 

• o Baoh physician owner of a "ehared lab" ehould bill 
Individually for the laboratory services he or she personally 
orders from the lab. 

o Tha shared lab should be located in the sane building in 
which the laboratory ownere practics or la a geographic a 
raaote froa one or more of the owners practices} that la, 
a site central to the ewnsra' various practice locations. 



06/22/95 15:12 ©202 401 7321 HHS ASPE/HP 

06-2:-95 :2:46 PH HHS ASPE/HP @ 0 0 8 

«yh« Law Otflc+i ot y9̂ av and Lardner 

o Tha aharad lab aarvlcat aheuld ba parformad by a phyeician 
member or employ** of a group that haa entered into an 
arrangement with one or more other physlclane or group 
practicee for the operation of a clinical laboratory. 

o The location requiremente ehould be the eeae aa for the in-
office ancillary aervicea exception; that ia, in the eaae 
building ae the phyelciana practice. 

o Billing ehould be Halted to the physleiene or group 
practleea that have entered Into the arrangeaent for the 
operation of a clinical laboratory. 

o The operation of the laboratory fhould be a joint 
rofponaibiiity of participating phyalelana and or practice 

Jroupx with actual coftf ehared en per teet baels. Bharad aba would be required to deaonatrate that they • imply paeeed 
actual coata through to the participating phyeiciane and 
group practleea with no accumulation or distribution of net 
earning*. (This requlremant will enaure that this exception 
will not permit phyeician joint venture laba.) 

Medical oncology Aaeociatlon of southern Califomla/ Inc. 

o The ehared lab le staffed only by the physlclane1 own 
aapleywes. 

o The services are provided to the phyalelana1 oatabllshad 
patiente only. 

o The laboratory fulfills all requirements established for an 
exception to the ff If -referral prohibitions that apply to a 
group practice, except that a formal group asaociatlon la not 
required* 

The Law Of f icea of McPornott and Tremor 

o Tha services are furnished personally by the referring 
physician, a aaaber of the referring phyeician't asfociatlon 
of phyeicisna, or a non-physician employee of the raferring 
physician or tha association who la personally supervised by 
the referring physician or another aaaber .of the aaeociatlon. 

o Mo aeparate legal entity ie eeteblished to operate the 
laboratory, but rather each physician provides laboratory 
servicee to hie or her own patients through his or her office 
practice. 

o The laboratory performs tests only for the patients Of the 
participating phyalelana. 

© The physicians shsre only laboratory equipment. 
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© Sach phyflcian if thf providtr of tht laboratory aarviees, 
and aach phyalelan billa tha Madieara progran for tho 
laboratory taftf parforaad for hif or har patlanta, and ia 
raioburaod according to Madieara'a laboratory faa schedule. 
(Because there would be no eddltional billing, there would be 
no potential for Medicare abufa or excess Medicate coata.) 

o Mo profits ara generated by the laboratory or aharad by the 
phyalelana. 

o An aspenaa-Bharing arrangeaent eaong phyelelane in the eaae 
building greatly Incroafff petient convenience, as patiente 
are not required to travel to another location for neceeeary 
laboratory tests. 

Balem Medical Qroup 

(salem Medical Laboratory, Ltd., ia a eubchapter-8 corporation 
wholly owned by a group of 33 phyelcians who practice in and 
around Salem, Massachuaatte. They purchased a laboratory 6 yaare 
ago. They believe it la possible to structure an eaeeption for 
aharad laboratories which will permit phyeiclans to function 
effectively, while not providing a loophole for abusive 
arrangements. 

b Require that all ownere of the laboretory ba physicians, so 
that an outside laboratory operator cannot, under the guise 
of a "shared laboratory" come into a coaaunlty and generate 
business by selling investment interests to physlclana. 

o Require that every physician own an equal share in the 
business, so that higher voluae physicians cannot be rewarded 
by larger mveetaent interests. (Mote: lower voluae 
phyelcians will be disproportionately rewarded under thie 
plan). 

o Require that no aore than e limited proportion of the teste 
• be performed by a reference laboratory, to assure that the 

aharad laboratory really functions aa a full-service 
laboratory for the convenience of the physician-investor. 

Yftllov yemetolocv - Oncology Medical group, Inc. 

o A Board certified Heaatologlet/Oncologiet, shares en office 
auita with another hematologiat/oneologiat. They have 
independent practlcas but share an In-offlce laboratory 
devoted solely to providing their patients with needed 
eervloee such as lamediate evaluation of their blood counts 
in a detailed Banner and automated chemical profile testing. 
The final rule should allow thie laboratory ownership to 
continue. 
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o laception •houl4 .-pply to laboratory fle111t1•• 1hared .� •
•1n1i• ho1p1tal and• •ingl• 9roup pr1c�ice-•h•r• the pu:ti••
divide ••�n••• on-a ba111 �h•t r•••onably approxi .. t•• the
eo•t■ &t■ociatecl •£th the te■t■ perfonad fo� ••�h party'■
patient• and vh•�• each party �1111 tor and ret11na r•v•nue
aaaociated v1�h the te■tl.Ag at lt1 own ,-tie�t •

.{-Attac:blaent, t.hat concern CI.IA lal)Orat�ri•• cllr•etly follow.] 
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TO: (See B e l o w ) 

FROM: A l l i s o n H. Eydt 
O f f i c e of Mgmt and Budget, OIRA 

SUBJECT: B r i e f Follow-up on Tuesday's Meeting 

Jen K l e i n informs me th a t the main outstanding issue remains 
Stark. Before I leave f o r Chicago, I w i l l send two more E-mails 
on t h i s . 

Mary P. mentioned the f o l l o w i n g items: 

D r a f t 10 pager f o r r o l l - o u t -- HCFA should be f a x i n g t h i s by 
C.O.B. tomorrow and I have asked P h y l l i s t o look f o r i t . I w i l l 
come i n tomorrow t o review i t . I t i s my understanding t h a t CLIA 
items t e n t a t i v e l y w i l l be included. I w i l l pay sp e c i a l a t t e n t i o n 
t o them. As mentioned before, they may not be worthy; 

HCFA assertions t h a t Stark I does not c o n f l i c t w i t h CLIA 
Mary t e l l s me t h a t you brought t h i s up, and HCFA denied t h a t 
problems e x i s t . I have contacted HCFA and requested a conference 
c a l l t o get the f a c t s . As f a r as I know, however, the c o n f l i c t s 
do e x i s t ; Medicare does not pay f o r services provided under the 
auspices of c e r t a i n f l e x i b l e CLIA p r o v i s i o n s , e.g. microscopy. As 
soon as we suspected t h i s , I asked the Department t o i n v e s t i g a t e 
an exception from d i r e c t supervision requirements f o r such CLIA 
labs. I asked the Department t o consider i t from p o l i c y , 
budgetary, and l e g a l perspectives. They have not responded. . . ; 

HCFA's CLIA "black box" proposal -- This r e g u l a t o r y proposal 
has m e r i t , but i t doesn't go f a r enough. HCFA should be amending 
CLIA s t a t u t e t o exempt "black box" technologies e n t i r e l y from CLIA 
ov e r s i g h t . I t i s possible t h a t t h i s approach could compete w i t h 
the Archer b i l l exempting a l l physician labs; and 

Must HMO r e g u l a t o r y reforms be l e g i s l a t e d ? -- Yes, most 
meaningful reform would re q u i r e s t a t u t o r y amendment. I n 
p a r t i c u l a r , I asked t h a t HCFA consider the e l i m i n a t i o n of the 
e n t i r e Federally Q u a l i f i e d HMO program which subsidizes and 
regulates p r i v a t e pay HMOs. E l i m i n a t i o n of t h i s program would 
r e s u l t i n noticeable l e g i s l a t i v e and r e g u l a t o r y d e l e t i o n s . 

D i s t r i b u t i o n : 



TO: S a l l y Katzen 

CC 
CC 
CC 
CC 
CC 
CC 
CC 

P h y l l i s E. Kaiser-Dark 
James B. MacRae J r . 
John F. M o r r a l l , I I I 
Daniel J. Chenok 
Joseph F. Lackey, J r . 
Mary W. Poag 
Je n n i f e r L. K l e i n 



E X E C U T I V E O F F I C E O F T H E P R E S I D E N T 

3 0 - J u n - 1 9 9 5 0 8 : 5 9 p m 

TO: (See B e l o w ) 

FROM: A l l i s o n H. Eydt 
O f f i c e o f Mgmt and Budget, OIRA 

SUBJECT: Comments on R e i n v e n t i n g HCFA R e g u l a t i o n s 

I n g e n e r a l , I remain d i s s a t i s f i e d w i t h HCFA's performance i n t h i s 
e x e r c i s e . O v e r a l l , t h e y r e s i s t p u r s u i t o f d r a m a t i c r e f o r m s 
t h a t would r e q u i r e s t a t u t o r y amendment. Because many o f t h e most 
burdensome r e q u i r e m e n t s i n HCFA's r u l e s o r i g i n a t e i n s t a t u t e , 
t h i s approach makes i t e x t r e m e l y d i f f i c u l t f o r HCFA t o compete 
w i t h more a g g r e s s i v e p o l i c i e s i n Congress. Where a d m i n i s t r a t i v e 
d i s c r e t i o n does e x i s t , i . e . p e r s o n n e l s t a n d a r d s , HCFA f a i l s t o do 
more t h a n " p i l o t " t h e i r e l i m i n a t i o n . A l s o , a l t h o u g h some o f 
HCFA's i n i t i a t i v e s l o o k good on paper, HCFA may f a i l t o implement 
them i n "good f a i t h " (e.g. n u r s i n g home enforcement?) 

My comments on HCFA's r o l l - o u t paper: 

N u r s i n g Home Enforcement (p. 6) - I n t h i s e n t r y , HCFA promises 
f u t u r e amendments t o p a r t i c i p a t i o n r u l e s and d e s c r i b e s t h e 
p u b l i s h e d enforcement r u l e . F i r s t , i t i s i m p o r t a n t t h a t HCFA 
announces a m e a n i n g f u l t i m e frame t h i s A d m i n i s t r a t i o n f o r 
i m p r o v i n g t h e p a r t i c i p a t i o n r u l e s . Second, u n l e s s HCFA can 
demonstrate o t h e r w i s e , t h e n u r s i n g home i n d u s t r y w i l l have 
d i f f i c u l t y b e l i e v i n g t h a t HCFA w i l l make m e a n i n g f u l r e f o r m s t o t h e 
p a r t i c i p a t i o n r u l e s i n the absence o f s t a t u t o r y amendment (and 
HCFA doesn't commit t o t h i s . ) T h i r d , HCFA's d i s c u s s i o n o f t h e 
enforcement r u l e s does not h i g h l i g h t i t s i n n o v a t i v e enforcement 
c a t e g o r y e n t i t l e d " s u b s t a n t i a l compliance." I n simp l e terms, HCFA 
sh o u l d e x p l a i n how t h i s new enforcement scheme p r o v i d e s 
f l e x i b i l i t y t o t h e i n d u s t r y by f o c u s i n g enforcement on q u a l i t y o f 
care d e f i c i e n c i e s , r a t h e r t h a n on process. F o u r t h , HCFA s h o u l d be 
ab l e t o say good t h i n g s about the enforcement r u l e ' s p u b l i c 
r e c e p t i o n . I f r e c e n t p u b l i c i t y has not been f a v o r a b l e , HCFA 
sh o u l d c o n s i d e r d r o p p i n g t h i s i n i t i a t i v e e n t i r e l y . 

P h y s i c i a n A t t e s t a t i o n (p. 7) - Why i s n ' t HCFA m e n t i o n i n g t h e 
f i r s t a t t e s t a t i o n i n i t i a t i v e which e l i m i n a t e d annual 
c e r t i f i c a t i o n s by p h y s i c i a n s ? T h i s p o l i c y a l r e a d y has been 
p u b l i s h e d . . . Second, OIRA i s committed t o a s s i s t i n g HCFA i n 
e x p e d i t i o u s l y p u b l i s h i n g r u l e s e l i m i n a t i n g c l a i m by c l a i m 

~/*r a t t e s t a t i o n s . Why can't HCFA promise t o f i n i s h t h i s i n i t i a t i v e 



t h i s summer? Couldn't HCFA p u b l i s h a f i n a l r u l e without a p r i o r 
proposal? 

CLIA proposals (pp. 8-10) - Ove r a l l , although these proposals 
have m e r i t , they do not provide the same degree of f l e x i b i l i t y as 
e n t i r e exemptions from CLIA oversight. For example, a l e g i s l a t i v e 
exemption of "black box" technologies would compete more 
e f f e c t i v e l y w i t h proposals such as the Archer b i l l which exempts 
phys i c i a n o f f i c e labs e n t i r e l y from CLIA oversi g h t . I f HCFA 
i n s i s t s on i n c l u d i n g these i n i t i a t i v e s , they need t o b e t t e r 
a r t i c u l a t e why t h i s approach t o CLIA reform r e s u l t s i n b e t t e r t e s t 
accuracy, h e a l t h outcomes, and equivalent p a t i e n t access compared 
to more r a d i c a l approaches. Also, I continue t o bel i e v e t h a t 
HCFA's f i n a l Stark I r u l e s w i l l be in c o n s i s t e n t w i t h HCFA 
i n i t i a t i v e s p r o v i d i n g more CLIA f l e x i b i l i t y . For example, a 
midwife cannot perform microscopy t e s t i n g without physician 
supervision and expect Medicare reimbursement under Stark l ' s 
i n o f f i c e a n c i l l a r y services exception. Therefore, Stark I 
p o l i c i e s d i m i n i s h the impact of HCFA's CLIA reforms. F i n a l l y , 
HCFA uses the phrase "Proposed r u l e s are being f i n a l i z e d . " This 
i s confusing. I t could mean tha t HCFA i s developing proposed 
r u l e s OR f i n a l r u l e s . HCFA should be more precise and say t h a t 
proposed r u l e s are under development and w i l l be submitted f o r OMB 
E.O. review by or w i l l be published by . . . . 

Outcome Performance Measures (pp. 11-14) - Before using these 
i n i t i a t i v e s , HCFA should provide extensive assurances t h a t recent 
issues w i t h the nursing home i n d u s t r y and i t s enforcement r u l e s 
w i l l not s p i l l over i n t o other provider i n i t i a t i v e s . Second, the 
time l i n e f o r adopting performance standards i s c r i t i c a l . I f the 
time frame i s not reasonable and w i t h i n the bounds of t h i s 
A d m i n i s t r a t i o n , these may not be p a r t i c u l a r l y impressive f o r 
r o l l - o u t . T h i r d, i n regard t o end stage renal disease f a c i l i t i e s , 
HCFA admits t h a t the proposed " p i l o t " w i l l not be gene r a l i z a b l e . 
I t i s d i f f i c u l t t o believe t h a t t h i s would be perceived as an 
outstanding reform i n i t i a t i v e . Fourth, HCFA o f f e r s " c e r t i f i c a t e s 
of excellence" t o ESRD f a c i l i t i e s t h a t perform w e l l . Has HCFA 
considered more f l e x i b l e enforcement, i . e . rewards t h a t o f f e r 
t a n g i b l e f i n a n c i a l and hassle r e l i e f ( rather than j u s t another 
marketing gimic)? 

50/50 Waiver f o r Medicare Managed Care (p. 15) - This i s the 
f i r s t time I have seen t h i s proposal on paper. I believe i t has 
p o t e n t i a l . I only wish t h a t i t wasn't l i m i t e d t o j u s t r u r a l 
managed care. Also, some "minimal" commercial enrollment s t i l l 
w i l l be required. How "minimal" w i l l i t be? 

HCFA-1500 Form (p. 16) - HCFA should work w i t h OPM t o get an 
estimate f o r the t i m i n g so i t can be released i n the r o l l - o u t . 

Resident Review Requirements (p. 17) - HCFA should t r y t o 
provide an estimate of the reduction i n burden ( i t could be a 
range), e x p l a i n whether t h i s i s a r e g u l a t o r y or l e g i s l a t i v e 



change, and commit t o a timeframe 

D i s t r i b u t i o n : 
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^ DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary 

" ' C l ! ? Washington, D.C. 20201 

J u l y 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 i t s 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. 

o 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-ln 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 l e f t by 
Willging's memo, HCFA released a statement by Bruce Vladeck 
(Attachment C) to USA Today and also sent i t to key H i l l 
offices. Attachment D i s a USA Today a r t i c l e 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 i s developing a fact sheet (Attachment F i s a draft) that 
i s tailored specifically for H i l l and NGA staff. 

o I f you have any additional questions, please let me know. 

ite 
utive Secretary 

Apartment 
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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 t o adopt a 
phased-in implementation of the enforcement provisions of the 
f i n a l survey, c e r t i f i c a t i o n and enforcement r u l e , slated f o r 
implementation on July 1, 1995. My thanks to a l l of you who 
worked so hard with your congressional delegation t o achieve t h i s 
r e s u l t . 

Under the agreement, neither HCFA nor the states w i l l impose a 
c i v i l money penalty or any other category two or three remedy, 
except i n cases of immediate jeopardy or f a c i l i t i e s considered to 
be chronic poor performers, u n t i l such time as a s u f f i c i e n t 
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 t o the enforcement system. Category 
two and three remedies include denial of payment f o r new 
admissions; denials of payment for a l l admissions (a HCFA remedy 
on l y ) ; c i v i l money penalties ( a l l ranges); temporary management 
and termination. 

I f a f a c u l t y i s found out of compliance during the t e s t and 
review period, and remains out of compliance a f t e r the t e s t 
period ends, penalties w i l l be imposed back t o the date of the 
o r i g i n a l survey which found the none compliance. 

The t e n t a t i v e oversight panel which HCFA w i l l appoint w i l l 
include the American Health Care Association; surveyors; 
consumers; ombudsmen; a beneficiary; a medical d i r e c t o r ; and a 
nurse. HCFA has indicated that a l l members of the oversight 
panel w i l l have the opportunity to communicate problems and 
issues they observe during the t e s t period t o HCFA o f f i c i a l s . 
Other d e t a i l s of the agreement, including the mechanics of the 
oversight process are s t i l l being ironed out with HCFA. We w i l l 
keep you updated as more information becomes available. 
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26.1995 

To: 

HCFA Agrees To Partial Delay ID Survey Enfbrceni«rt SoMtions 

AnfaniaisfiatCTi (HCPA) will partafly ddiy cttBaocupnt of the two 
•vw survey {moeu wUch win bqpo at Jaly 1T 195>5. Thk 
»gnsnooa lc»yiR| by Cm Provider of Mawscto and the 

AsHdcen Heatt Cn» AModstioa (AHCA) who fiMifltataed ttat aaoy Ugh pedbmiog 
finliliee would be fidssiy idemifkd es pcovidbc AttHteukid can dee to HCFA's 

HCFA fioally acstod tiat it would mskr tame sense t» *idy fbs fint auveys condticted under 
to asw lurvsy piocaai to dstemne if tbe ddWeos of "niaititfft faaiu" «ri •acaia] fara* 
aeedtobeievissd. AnAHCA'tasnn* study oô ectedeerfierflas ycB-fijiindthat24ft of sB 
U.S. uonb; ftdBte woufd ftD tao fbe catejory of "substandinl qeifity of oat." Becac 
nock fuivuji m Bfinaoca otufnaed AHCA's cMnw ihst the arv survegr syttawillpaim 

of care. Inwp'^nfcod-feeiliywrvry,, ma&dljdes 
laascfymg ttca asprovifias a seMaadatd kvd of can. 

betweeaBCFA and AHCA aseTFttdsy* Jane 23 statss 

fccOitfet will pay a Civa Mooey Anally (CMP) or imir any o(ber caecny (Z) or (3) 
mncdy uatfl a'saffickat number of cnapkiBd ausveya bavo been oollecttd to aDow 
andysi* of tbe prows; iodMduals assesaẑ  ibe iopact have badaaenportaaî to 
review the data coMoctcd; and HCFA frai bad tbe opputtwaty to do tte same, sad 
decemdna wbetber tbs data fuBam tbe need to make any (wvini IQ the «rfbtcement 
syacm. TkasBafisr.aunmf £ui2it»stmo«fifoQaip^ 
wilb an effective date tack ID the last <fay of the sarvay. Each pcisoa essessiâ  tbe 
impact wiQ cmunauadc u> ibe HCFA AAninbuainr paobkms be or she sees arising 
dutiag the early stafe of tbe eaforxnxM process. Tbese iw&vidaalc shsii laive access 
to aD ifdbfOiaUoa ronfitoM k the stttimmn of deficieuty (HCFA Foro xad>U 
other data act otbsnrise pratected by pnvacr>- kvs." 
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to 

\ frpMrtj* mm t ricutiot a -wUch *o pwider's Aiaoeapftuoe with 
owo ec aow woriffBHog of pmfcfeMrioo hi cwwdi CRTB SUy to < 
î vty, tens, nofainooit, or doth to i miii 

i * f&dSff with t UMoiy of *ai" art "ool" 
cooflpiittOB aad/or % teifiQr ttet bn m ̂ pttB in phoo to msiiof Us own oonpIiaBcc. 
A poogpgtbnoiay fteaky las no iiyjUuuhy to cotwet aid it oaly ortttetf to 

HCPA is BOW ia &s ptoo si of islsi ling 
lo jjaiild^ is ta a nsihxuU (aft fwca to ia*iii w Qn 
win 

Csw Proridca ofMIascsotB win ba coSsou^ ZJTO fonnstosssirt AHCAin h» 
I lUDaify eaooonp nsnte ftdSte « pntiĉ pMe ia this effon 
af the a** sum? pram. (We win iafonB masxhen (fsgugti a 

^OTCWarticlw on to piognss of this Mrvky.) 

Afthcaygh tbe paxtial ddiij basltaifScattarsBt, ppovitea US nsad to ba for the 

1 rmedfes i aa itffl a aflhct (dSieead piu of oonsctto*. 
aod/or duâ od tf^sorv co trsiniâ  fran a UUAS pisty). 

•EaciStias thst thfl sr ajthsr of tha above dsftBtfOBs ClMmKiH juuy si or poor 
pecfiraipg) wQl sdE hs sob]set to ibe higbsr fMaedies. 

•ff it is dottTHriaod dm hg the eufy that tbe defUdns md eafocceonspvocaB slvotd 
Staad intact as Csrtcrtljr wrinen, Ae mnotfia cae tfffl be ipplied mroactivety. 

AveJaMea SweiBirTOsgttday 

Mocadenilsaoa 
bOitkat 

wia ta Mdlabfe at tha Sttivey t 

laA2euadiii,M2flnesoia. Care PtovMeis of MgaiujuCs g sbo 
1 n h a a bda this seeaaer oa ibe aew sanxy , cetdficstioa, 
iafitfraifin infbnnsdoc oe Fritfay's setaiasf and ether 

ooetaft Sbifiey Hcafixŝ  at the 

X wsm to tfcsak you for tbi *" ̂ ; rtiria >' "Mpntifmtt '»'4*ft̂ »̂ 
WasWajaw, D.C. Asansuhof our sti^£msiootsk)bbyiivmMiaDa8^ 
states, HCFA was ddupri wilh coagresuoosl mqcires sboet the new suivay pcocos». For 

> Odka si (612) 854-2844 or 1-«XM624QZ4 tpU bee. 
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HHS >' 
U.S. • C P A R T M C N T OT N M L T H A N * HUMAN S U V I C C S 

FOR IMMEDIATE RELEASE 
Tuesday, June 27, 1995 

Contact: HCFA Press Office 
(202) 690-6145 

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

"As Secretary Shalala made clear e a r l i e r t h i s month, the 
Health Care Financing Administration i s proceeding on schedule 
with the implementation of the Nursing Home Survey and 
Enforcement regulations on July 1. These regulations represent 
the f i n a l step i n bringing about nursing home reform and assuring 
high q u a l i t y care f o r nursing home residents. 

"As has been the case throughout the process of developing 
and implementing these regulations, we are committed t o extensive 
public consultation and interac t i o n with a l l interested par t i e s . 
I n a ddition, we are planning very extensive monitoring of the 
implementation process, and we w i l l be prepared t o make such 
adjustments i n our po l i c i e s and procedures as we determine may be 
needed. / 

" I n any s i t u a t i o n of 'immediate jeopardy,' or i n the case of 
chronic offenders, HCFA and the states would act immediately and 
decisively t o 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 i n our regulations 
because i t puts the emphasis on correcting problems, not simply 
assessing fin e s . One ef f e c t of t h i s provision w i l l be th a t no 
fines w i l l be collected during the f i r s t 90 days of 
implementation. Thus, during t h i s i n i t i a l implementation period, 
we w i l l have time t o observe the regulations i n action before any 
fines must be collected. 

"Our ultimate goal i s a collaborative e f f o r t between 
industry, consumers and government to deliver high q u a l i t y care 
to nursing home residents. No nursing home which f a i l s t o meet 
q u a l i t y standards w i l l be immune from the appropriate sanctions. 
Likewise, no nursing home which meets the standards w i l l be 
subject t o any penalties." 

### 
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USA Today; 6-28-95 

Nursing home 
reforms at risk 
Industry, lobbyists, White House at odds 
By Peter Ehler 
USA TODAY 

of bsduwHSSlcBlf i ChaiSBB 
broken promises are clouding tbe 
Qintoa admialstniioa's push to end 

. a 8eve»year delay In Implementing 
rules to crack down on shoddy nun-

admlntatnttmhassetaJuIy 1 
deadline tor adopting the rules, 
which would impose stiff finffi and 
tough aaacttooi on homo that mis­
treat paflentB. 

But both the mining home indus­
try and tbe consumer groups that 
usually flgbt it now are angry at the 
White House, with each side olttdx-
ing what sees as double-dealing in 
negntlatlonB over the rules' content 

"AU tbe delays have Increased the 
pressure enormously, and it's com­
pounded by the ted that all of this is 
being done in secret," said Sarah 
Burger ol tlie National QHxens Coell-
tUn for Nursing Home Reform. 
"We're very wary." 

So to the mining home industry, 
which says that Initial drafts of the 
new rules were too tough, leaving 
about eight of every 10 nursing 
homes to fsce ftnes or other penal­
ties for what the industry says are, in 
most cases, minor offenses. 

Tuesday, the behlnd-th&scenes 

simmer came to a public boiL 

grlly denounced the nation's buy* 
nuning borne lobby group tar drew-
latlng a memo — obtained by USA 
TODAY — that said the admlnbtn-
ttoo bad, in effect, caved to tnduby 
pressure and would delay putting the 
new rules In place. 

"After weeks of Intense lobbying 
... at the administrative and coo-
Vesstonal levels, the Health Care Fi­
nancing Administration has agreed 
to adopt a phased-in implementatkn 
of the enforcement provMoia" of 
the new rales, the American Health 
Care AsBodaUoa memo said. 

But Health Care Financing Admin-
ttradon officials, la charge of draft* 
Ing the rales, said there will be no de­
lay and no such deal'bad etftied. 

In the end. the rales will be Imple­
mented, the offldab said, but no 
fines will be collected until the new 
rules' affect Is reviewed by a yet-to-
beeppointed panel 

"This provision was Included ... 
because It puts the emphasis on cor­
recting problem, not simply assess­
ing fines," said admlnttretor Bruce 
Vladeck. "We will be prepared to 
make... adjustments In our policies 
and procedures as we determine 
may be needed." 

The Health Care Financing Ad-

aynttiWadne.RauM 
CLINTON: Administration denies 
caving In to industry pressure 

mlnUnSoo Is wilting new rules be­
cause It oversees Medicare and Me­
dicaid; about 85* of all nursing 
homes receive funds under those 
programs. The goal of the rules is to 
put muscle in nursing home ref onns 
passed by Congress In 1987. 

Spurred by widespread reports of 
patient abuse and neglect the re-
tonas Inltlatad new care standards, 
set minimum staff training require­
ments and begaa a process of regu­
lar nuraing home inspections by gov-
eroment surveyore. 

But Congress left It to the Health 
Care Financing Admlnlstratloo to 
spell out details — and the many re­
forms were not enforced. 

The Bush administration never 
put them in place. And the Clinton 
administration's already difficult 
task In doing so now has been com­
plicated by the new anti-regulatory 

by Tkn Mon, USA TODAY 
DOLE: Says nursing home industry 
shottbelaes'buriened' 

climate on Capitol Hill. 
The danger make the rules 

too tough, and the Republican majors 
Hy In Congres could decide to re­
write the entire nursing t i re­
form law on which they are 

Earlier this month. Senate Major­
ity Leader Bob Dole, a preddentlal 
hopeful, told the American I 
Gsre Anodation *̂ flt nursing 
regulattoos Ihould be eased. 

"Many of us think we ought to go 
back and take some of the 1 
you're burdened with our ot thie law, 
Dole said at the time. 

Those kind of sentiments have giv­
en tbe nuraing home Industry 
negotiating power. 

"Before you start fining tsdlities, 
make sure you're actually fining 
poor providers," said Linda Keegan. 
vice president of the nursing e 
lobby. 
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U.S. D E P A R T M E N T O F H E A L T H ANO HUMAN S E R V I C E S 

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

CTRgXyg BOMB KgyoRM* 
FLEXIBLE ENFORCEMENT RULES TO ENSURE EX6H QUALITY CARS 

Overviev; As of July 1, 1995, ESS is iapleaentin? the 
last major phase of nursing home reform. On that day, new 
enforcement regulations take effect to assure high quality 
care in nursing homes. 

Nursing home reform has been put into e f f e c t in phases 
by EES* Eealth Care Financing Administration, working in 
cooperation with nursing home providers as well as 
organizations representing Medicare and Medicaid 
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, vith the new enforcement regulations, a 
wider range of sanctions will be available, tailored to 
different kinds of quality problems. 

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 
iaportast goal of the new enforcement plan is to ensure that 
continuous internal quality control and improvement is 
performed by nursing homes themselves. BCFA 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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Nursing home reform was the result of the Institute of 
Medicine's (loM) study of the regulation of nursing homes, 
entitled, "Improvingr 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. 

A primary focus of the loM study was the chronic problem of 
nursing homes that f a i l 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 loM found that many 
of these f a c i l i t i e s could avoid termination of participation 
i f they came into compliance long enough to be recertified, 
but that these f a c i l i t i e s had no commitment to sustained 
compliance. Therefore, the study recommended that HCFA 
implement a range of intermediate remedies to deter 
violations. 

HCFA's new long term care enforcement regulation implements 
the nursing f a c i l i t y 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 t a i l o r the 
particular remedy to the seriousness of the violation. 

The proposed enforcement rule was published in the Federal 
Register on August 28, 1992. HCFA considered 28,000 
comments received during the comment period, including a l l 
concerns raised by industry, advocates, and beneficiaries, 
in the creation of improved measurements of compliance. The 
fina l regulation was published in the Federal Register on 
November 10, 1994. 

The regulation provides for the imposition of c i v i l 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 a l l violations be addressed, 
employing a remedy that i s appropriate to the severity of 
the problem. 
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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 
control. The enforcement process, including definitions of 
scope and severity, was developed in partnership vith 
provider and beneficiary groups. 

HCFA recognizes that one enforcement response i s not 
appropriate for a l l 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 — 
continuous improvement in the quality of nursing home care. 

1. Motivate f a c i l i t i e s to remain i n compliance. 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 i t without a remedy. 

2. Promote survey and enforcement consistency. 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. 

3. L i n k snforcement responses to d e f i c i e n c i e s . 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. create no imnecessarv processes. 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 REQPIATIOK 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 provider1 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 c i v i l 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 AMD ASSISTANCE 

o 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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o The training i n i t i a t i v e has been extensive: 

State and regional trainers responsible for educating 
the surveyors and personnel in their d i s t r i c t s 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 l , 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 system. 

o HCFA vill monitor the implementation closely and'vork in 
partnership vith private industry: 

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

Almost a l l f a c i l i t i e s will be given the opportunity to 
correct the deficiencies and avoid remedies. The 
structure of the enforcement process provides that 
remedies (including c i v i l money penalties) w i l l not 
take effect for the f i r s t 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 c i v i l 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 w i l l accompany state surveyors to observe and 
assure national consistency. 

A Council of Observers representing consumers, 
providers and professional groups w i l l 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. In 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. 

### 
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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 refonn 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 refonn 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 refonn 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. 

fe 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 representatives 
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, 
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 
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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 

• 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 1995. 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: 
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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 immediate 
jeopardy (severity level 4, regardless of scope level). The lower range is from $50 
to $3.000 per day of noncompliance for deficiencies constituting non-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 immediate 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.1 

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 emergency rules to maintain the integrity of the health care 
system in the delivery of nursing home services. 

1 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 IS 
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. 


