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I11. Analysis and Responses to Public Comments

We received approximately 381 tinely coments on the HHA
prospective paynment system proposed rul e HCFA-1059-P published
on October 28, 1999 (64 FR 58134). Comments were submtted by
HHAs and ot her health care providers, national industry
associ ations, suppliers and practitioners (both individually
and through their respective trade associations), State
associ ations, health care consulting firms, and private
citizens. The comments centered on various aspects of the
proposed policies governing our approach to the home health
prospective paynent system We have considered all coments
recei ved during the 60-day public comment period in this final
rul e and have set forth our responses to the coments and
correspondi ng policy nodifications in the foll ow ng section.

As noted in the proposed rule, because of the | arge
nunber of itens of correspondence we nornally receive on
Federal Regi ster docunents published for comment, we are
unable to respond to themindividually. |In particular, a
nunber of commenters on the proposed rule raised extrenely
techni cal and detail ed questions, many of which were not
directly related to the proposed rule, regarding OASIS, the
cost report, RHH systenms and the billing process. These

guestions are of the nature that would nore appropriately be
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addressed t hrough manual instructions and other issuances than
in these regulations. |In this final rule, we are addressing
the policy concerns raised by the comenters that are rel ated
to the proposed rule. Summaries of the mjor issues and our
responses to those comments are set forth bel ow

A. 60- Day Epi sode Paynent Definition (8484.205)

Comrent: We received several coments on our proposed
definition of a 60-day episode as the unit of paynent under
HHA PPS. The mpjority of comenters supported the 60-day
epi sode approach. A few commenters suggested a shorter tine
period for the unit of paynment.

Response: We believe the 60-day episode definition is
t he nost appropriate approach to define the unit of paynment
under HHA PPS. Public support for the 60-day episode as the
unit of paynment under PPS centered on the general consensus
t hat HHAs and physicians predi ct honme care needs over a 60-day
period due to current plan of care requirenents and OASI S
assessnents that basically follow a 60-day period. As
di scussed in detail in the proposed rule, research indicated
t hat the 60-day episode captures the majority of stays
experienced in the Phase Il per-episode HHA PPS denonstrati on.

W will continue to nonitor the appropriateness of the

60-day unit of paynent and may consider nodifying our approach
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to the episode definition in subsequent years of PPS, if
war r ant ed.

Comment: A few comenters raised concerns with the
change to a 60-day episode fromthe current plan of care
certification and OASI S assessnents requirenments that follow a
bi monthly period, that is, at |east every 62 days. Sone of
the concerns centered on confusion and the possible burden
associated with the change to a 60-day epi sode.

Response: The statute requires us to establish an
appropriate unit of paynment. W believe the 60-day episode is
the nost suitable tine frame upon which to base paynment and to
manage hone care needs of patients. To effectively inplenent
a paynent systemthat is built on a foundation of (1) OASIS
assessnents for case-m x adjustnent and (2) plan of care
certifications to ensure the appropriate plan of treatnent,
all schedul es for assessnent, certification and paynent term
shoul d be on a parallel track. The current schedules for
OASI S assessnent and plan of care certification basically
mrror a 60-day episode. Thus, for purposes of paynent,
assessnent, and care planning, we do not believe it is an
undue burden to adjust to a 60-day episode froma binonthly

peri od.
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Comment: A few comenters recomended that we re-exan ne
t he | anguage we proposed to govern the 60-day episode. The
commenters referred specifically to the follow ng statenment in
t he proposed rule: “An HHA that accepts a Medicare eligible
beneficiary for hone health care for the 60-day episode period
and submts a bill for paynent may not refuse to treat an
el igible beneficiary who has been discharged fromthe HHA
during the 60-day episode, but |ater requires Medicare covered
home health services during the sane 60-day episode period and
elects to return to the sane HHA...” (64 FR 58201) Comenters
suggested that HHAs should be allowed to refuse to readmt a
Medi care eligi ble beneficiary in accordance with HHA policies
when the safety of HHA staff or the patient are threatened;
when the HHA does not have the staff necessary to neet the
patient’s needs; or when the patient or caregiver refuses to
cooperate or conmply with the plan of care.

Response: We proposed this policy to indicate that we
woul d not accept a refusal to treat the beneficiary when only
the HHA's economic interests were the cause of the refusal.

It was not our intent to restrict the legitimate rights of an
HHA t hat has a wel | -docunented individualized situation that
results in a determnation to refuse further care of a

patient. This would include threats to the safety of HHA



54

staff or patients or failure of patients to cooperate in the
care plan. As long as agencies treat all simlarly situated
patients equal ly, docunment the individualized situation, and
conply with all Federal and State |aws, they have the right to
refuse to treat patients in certain well-docunented

situati ons.

B. Definition of Non-Routine Medical Supplies Included in the

Epi sode Definition

Comment: We received several comments regarding certain
non-routine nedical supply costs that were not included in the
conput ati on of the 60-day national episode rate.

Specifically, the comrenters suggested that we include non-
routi ne nedical supplies both paid on the cost report and non-
routine medi cal supply anounts that could have been unbundl ed
to part B prior to PPS in the 60-day episode rate. Comenters
al so provided several suggestions for a revised approach to

t he paynment for non-routine nedical supplies under HHA PPS.
Recomrendati ons included the foll ow ng:

I Providing for a separate paynent for non-routine
medi cal supplies used by a patient designated as a new
desi gnated honme health supply paynment anmount separate fromthe

prospective paynment rate.
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' Allowing all non-routine nedical supplies to be billed
under Part B.

I Carving out or adjusting the medical supply anmount due
to the variation in intermediary coverage guideli nes.

I Adjusting the nedical supply anmpbunts to reflect the
costs associated with wound patients, chux and di aper supply
patients.

I  Paying nmedical supplies as used because of the w de
variation in use due to patients who sustain out-of-pocket
paynments.

I Carving out wound care and di abetes rel ated nedi cal
supplies and re-exam ning the overall calculation of the non-
routi ne supply costs, both bundled and non-routine supply
costs that could have been unbundl ed, because comenters
viewed the amounts inadequate to care for patients requiring
supplies which then mght |ead to access issues.

Comrenters further noted problems with the 199 HCPCs
codes we used to calculate the non-routine nedical supply
anounts that could have been unbundled to Part B before
i mpl enentation of PPS. We adjusted the proposed rate to
account for the non-routine medical supply behavior prior to
PPS. Several commenters suggested that the inclusion of

glucose test strips codes were inappropriate codes included in
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the original 199 code |list for non-routine nmedical supply
costs. Other comenters believed we inadvertently omtted
certain codes in the original list of 199 codes. Furthernore,
several commenters centered on consolidated billing

requi renents for non-routine nedical supplies. W note that
all consolidated billing comments and responses are included
under the consolidated billing portion of this section of the
regul ati on.

Response: The goal of review ng and cal cul ati ng the non-
routi ne nedical supply costs that could have been unbundled to
Part B was to ensure adequate paynent for non-routine nedica
supplies used by a patient under a hone health plan of care in
t he prospective paynent rate. As stated in the proposed rule,
we devel oped a |ist of 199 codes that could have possibly been
unbundl ed to Part B before inplenmentation of PPS, |inked those
Part B supply clains that included any of the 199 codes to
home health clains for beneficiaries under a home health plan
of care during cal endar year 1997. W have replicated the
exact clainms analysis on correspondi ng cal endar year 1998
clainms data to devel op an updated supply amount for this fina
regul ation. This calculation was perfornmed on an adjusted
|'i st of codes based upon review of comments and is descri bed

bel ow.
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As stated in the proposed rule, section 1895(b)(1) of the
Act, which governs the devel opnent of the unit of paynent
under HHA PPS, requires all services covered and paid on a
reasonabl e cost basis as of the date of enactnent of the BBA,

i ncl udi ng nedi cal supplies, to be paid on the basis of a
prospective paynent amount under HHA PPS. The statutory

| anguage specifically refers to the inclusion of medical
supplies in the prospective paynent rate. W believe the
statute requires the inclusion of costs of non-routine medical
supplies in the episode rate. However, as stated in the
proposed rule, since DME covered as a hone health service as
part of the Medicare home health benefit is not currently paid
on a reasonable cost basis, DVE will continue to be paid under
the DME fee schedule as a separate paynent anmount fromthe
prospective paynment rates under HHA PPS.

As mentioned above, comenters also supplied us with an
addi tional 79 codes that they believed should be included on
our list of non-routine nedical supplies that could have been
unbundl ed to Part B. We re-exam ned our approach to the
original 199 codes used to calculate the amounts that could
have been unbundl ed non-routine nedical supplies. W found
that several of the recommended codes had been disconti nued.

Further, upon re-exam nation of our original list, we found
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that several of the original codes were inappropriately

i ncl uded, for exanple, glucose test strips. These codes have
subsequently been deleted. OQur analysis results in a final
list of 178 codes as |isted below. We have provided the

following analysis in order to clarify our revised approach.

59 codes proposed in comments were disconti nued codes as of
12/ 31/ 96

A4190 Transparent film each

A4200 Gauze pad nedi cat ed/ non- ned
A4202 El asti c gauze rol

A4203 Non- el asti c gauze rol

A4204 Absorptive drsg

A4205 Nonabsor pti ve drsg

K0197 Al ginate drsg >16 <=48 sq in
K0198 Al ginate drsg > 48 sq in
K0199 Al gi nate drsg wound filler
K0203 Conposite drsg <= 16 sq in
K0204 Conposite drsg >16<=48 sq in
K0205 Conposite drsg > 48 sq in
K0206 Contact layer <= 16 sq in
K0207 Contact |ayer >16<= 48 sq in
K0208 Contact layer > 48 sq in
K0209 Foam drg <=16 sq in w o bdr

K0210 Foam drg >16<=48 sq in wo b



K0211

K0212

K0213

K0214

K0215

K0219

K0220

K0221

K0222

K0223

K0224

K0228

K0229

K0230

K0234

K0235

K0236

K0237

K0238

K0239

K0240

K0241

K0242

K0243

K0244

K0245

Foam drg > 48 sq in w o brdr

Foam drg <=16 sq in w bdr

Foam drg >16<=48 sq in w bdr

Foam drg > 48 sq in w bdr

Foam dressi ng wound filler

Gauze <= 16 sq in w bdr

Gauze >16 <=48 sq in w bdr

Gauze > 48 sq in w bdr

Gauze <=16 in no wsal wo b

Gauze >16<=48 no wsal wo b

Gauze > 48 in no wsal wo b

Gauze <= 16 sq in water/sal

Gauze >16<=48 sq in watr/sal

Gauze > 48 sq in water/sal ne

Hydrocol l oid drg <=16 w o bdr

Hydr ocol
Hydr ocol
Hydr ocol
Hydr ocol
Hydr ocol
Hydr ocol
Hydr ocol
Hydr ogel
Hydr ogel
Hydr ogel

Hydr ogel

oi d
oi d
oi d
oi d
oi d
oi d
oi d
drg
drg
drg

drg

drg >16<=48 w/o b
drg > 48 in wo b
drg <=16 in w bdr
drg >16<=48 w bdr
drg > 48 in w bdr
drg filler paste
drg filler dry
<=16 in w o bdr
>16<=48 w/ o bdr
>48 in w o bdr

<= 16 in w bdr

59
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K0246 Hydrogel drg >16<=48 in wb
K0247 Hydrogel drg > 48 sq in wb
K0248 Hydrogel drsg gel filler

K0249 Hydrogel drsg dry filler

K0251 Absorpt drg <=16 sq in wWo b
K0252 Absorpt drg >16 <=48 w/ o bdr
K0253 Absorpt drg > 48 sq in wo b
K0254 Absorpt drg <=16 sq in w bdr
K0255 Absorpt drg >16<=48 in w bdr
K0256 Absorpt drg > 48 sq in w bdr
K0257 Transparent film<= 16 sq in
K0258 Transparent film >16<=48 in
K0259 Transpl ant filnpercent48 sq in
K0261 Wound filler gel/paste /oz
K0262 Wound filler dry forml gram
K0266 | mpreg gauze no h20/sal/yard
Seven codes included in original list should be renoved

because they are considered routine nedical supplies and as

such woul d not be separately billable by an HHA

A4214

K0216

K0217

K0218

K0263

30 CC sterile water/saline
Non-sterile gauze<=16 sq in
Non-sterile gauze>16<=48 sq
Non-sterile gauze > 48 sq in

Non-sterile el astic gauze/yd
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K0264 Non-sterile no elastic gauze

K0265 Tape per 18 sq inches

Four codes are not valid for Medicare

A4206 1 CC sterile syringe&needle
A4207 2 CC sterile syringe&needle
A4208 3 CC sterile syringe&needle

A4209 5+ CC sterile syringe&needl e

Three codes are for itens that are not covered under Medicare

A4210. Nonneedl e i nj ection device
K0250 Skin seal protect noisturizer

K0260 Wwound cl eanser any type/size

One code is a DME Fee Schedul e code and shoul d not be included

in accordance with the statute

A4221 Mai nt drug infus cath per wk

One code is not separately paid by Part B

A4211 Supp for self-adminjections
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Three codes nmentioned by comenters had al ready been included
in our original list of 199 codes
A4212 Non coring needle or stylet

A4213 20+ CC syringe only

A4215 Sterile needle

After further re-exam nation based upon the comments, we added

the following code to the list:

A4554 Di sposabl e under pads

Upon further review of the original 199 codes used in the
proposed rule, the follow ng codes were deened i nappropriate
to be included in the definition of non-routine nedical
supplies and were deleted fromthe |list used in this final

rul e:

A4206 1 CC sterile syringe & needle
A4207 2 CC sterile syringe & needle
A4208 3 CC sterile syringe & needle
A4209 5+ CC sterile syringe & needle
A4210 Nonneedl e i nj ection device
A4211 Supp for self-adminjections
A4214 30 CC sterile water/saline
A4253 Bl ood gl ucose/ reagent strips

A4255 G ucose nonitor platforms



A4256 Cal i brator sol ution/chips
A4258 Lancet device each

A4259 Lancets per box

A4454 Tape all types all sizes
A6216 Non-sterile gauze<=16 sq in
A6217 Non-steril e gauze>16<=48 sq
A6218 Non-sterile gauze > 48 sq in
A6263 Non-sterile elastic gauze/yd
A6264 Non-sterile no elastic gauze
A6265 Tape per 18 sq inches

K0137 Skin barrier liquid per oz
K0138 Skin barrier paste per oz
K0139 Skin barrier powder per oz

The following is the final list of 178 codes for

non-

Routi ne Medi cal Supplies that have a duplicate Part B code

that could have been unbundl ed and bill ed under Part

B before

i mpl ementation of PPS. The follow ng codes were used to

cal cul ate additional non-routine medical supply costs to the

nati onal rate. The revised rate calculation is found

section IV.C. of this preanble.
A4212 Non coring needle or stylet
A4213 20+ CC syringe only

A4215 Sterile needle

A4310 Insert tray w/ o bag/cath

A4311 Catheter w o bag 2-way | atex

in
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A4312

A4313

A4314

A4315

A4316

A4320

A4321

A4322

A4323

A4326

A4327

A4328

A4329

A4330

A4335

A4A338

A4340

A4344

A4346

A4347

A4351

A4352

A4353

A4354

A4355

A4356

Cath w/ o bag 2-way silicone
Cat heter w/ bag 3-way

Cat h w/ drai nage 2-way | atex
Cat h w/ drai nage 2-way silcne
Cat h w/ drai nage 3-way
Irrigation tray

Cath therapeutic irrig agent
Irrigation syringe

Saline irrigation solution
Mal e external catheter

Fem urinary collect dev cup
Fem urinary col |l ect pouch
External catheter start set
St ool collection pouch

I nconti nence supply

I ndwel i ng catheter |atex

I ndwel I i ng cat heter specia
Cath indw foley 2 way silicn
Cath indw fol ey 3 way

Mal e external catheter
Straight tip urine catheter
Coude tip urinary catheter
Intermttent urinary cath
Cath insertion tray w bag

Bl adder irrigation tubing

Ext ureth clnmp or conpr dvc



A4357

A4358

A4359

A4361

A4362

A4363

A4364

A4365

A4367

A4A368

A4397

A4398

A4399

A4400

A4402

A4404

Ad4421

Ad4454

A4455

A4460

A4462

A4481

A4622

A4623

A4625

A4626

Bedsi de drai nage bag

Urinary | eg bag

Uri nary suspensory w o | eg bag
Ostony face plate

Solid skin barrier

Liquid skin barrier
Ostony/ cat h adhesi ve

Ost ony adhesi ve renover w pe
Gstony bel t

Gstony filter

Irrigation supply sleeve
Ostony irrigation bag

Ostony irrig cone/cath w brs
Ostony irrigation set

Lubri cant per ounce

Gstony ring each

Ostony supply m sc

Tape all types all sizes
Adhesi ve renover per ounce
El asti c compressi on bandage
Abdml drssng hol der/ bi nder
Tracheostoma filter
Tracheostony or | arngectony
Tracheost oy i nner cannul a
Trach care kit for new trach

Tracheost ony cl eani ng brush
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A4649

A5051

A5052

A5053

A5054

A5055

A5061

A5062

A5063

A5071

A5072

A5073

A5081

A5082

A5093

A5102

A5105

A5112

A5113

A5114

A5119

A5121

A5122

A5123

A5126

A5131

Surgi cal supplies

Pouch cl sd w barr attached
Cl sd ostony pouch w o barr

Cl sd ostony pouch faceplate
Cl sd ostony pouch w flange
Stoma cap

Pouch drai nable w barrier at
Drnbl e ostony pouch w o barr
Drain ostomy pouch w flange
Uri nary pouch w barrier

Uri nary pouch w o barrier

Uri nary pouch on barr w flng
Conti nent stoma plug
Continent stoma catheter
Ostonmy accessory convex inse
Bedsi de drain btl w wo tube
Uri nary suspensory

Urinary | eg bag

Latex leg strap

Foam/ fabric |leg strap

Skin barrier w pes box pr 50
Solid skin barrier 6x6

Solid skin barrier 8x8

Skin barrier with flange

Di sk/ f oam pad +or- adhesive

Appl i ance cl eaner
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A5149

A6020

A6154

A6196

A6197

A6198

A6199

A6200

A6201

A6202

A6203

A6204

A6205

A6206

A6207

A6208

A6209

A6210

A6211

A6212

A6213

A6214

A6215

A6219

A6220

A6221

I nconti nence/ ostomy supply
Col | agen wound dressi ng
Wbund pouch each

Al gi nate dressing <=16 sq in
Al ginate drsg >16 <=48 sq in
Al ginate dressing > 48 sq in
Al gi nate drsg wound filler
Conmpos drsg <=16 no bdr
Conmpos drsg >16<=48 no bdr
Conpos drsg >48 no bdr
Conposite drsg <= 16 sq in
Conposite drsg >16<=48 sq in
Conposite drsg > 48 sq in
Contact layer <= 16 sq in
Contact |ayer >16<= 48 sq in
Contact layer > 48 sq in
Foam drsg <=16 sq in w o bdr
Foam drg >16<=48 sq in wo b
Foam drg > 48 sq in w o brdr
Foam drg <=16 sq in w bdr
Foam drg >16<=48 sq in w bdr
Foam drg > 48 sq in w bdr
Foam dressi ng wound filler
Gauze <= 16 sq in w bdr
Gauze >16 <=48 sq in w bdr

Gauze > 48 sq in w bdr
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A6222

A6223

A6224

A6228

A6229

A6230

A6234

A6235

A6236

A6237

A6238

A6239

A6240

A6241

A6242

A6243

A6244

A6245

A6246

A6247

A6251

A6252

A6253

A6254

A6255

A6256

Gauze <=16 in no wsal wo b
Gauze >16<=48 no wsal wo b
Gauze > 48 in no wsal wo b
Gauze <= 16 sq in water/sal

Gauze >16<=48 sq in watr/sal
Gauze > 48 sq in water/sal ne

Hydrocol Il d drg <=16 w o bdr

Hydrocol I d drg >16<=48 wo b

Hydrocol ld drg > 48 in wo b

Hydrocol I d drg <=16 in w bdr

Hydrocol I d drg >16<=48 w bdr

Hydrocolld drg > 48 in w bdr

Hydrocolld drg filler paste
Hydrocol loid drg filler dry
Hydrogel drg <=16 in w o bdr
Hydrogel drg >16<=48 w/ o bdr
Hydrogel drg >48 in w o bdr
Hydrogel drg <= 16 in w bdr
Hydrogel drg >16<=48 in w b
Hydrogel drg > 48 sq in wb
Absorpt drg <=16 sq in wWo b
Absorpt drg >16 <=48 w/ o bdr
Absorpt drg > 48 sq in wWo b
Absorpt drg <=16 sq in w bdr

Absorpt drg >16<=48 in w bdr

Absorpt drg > 48 sq in w bdr
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A6257

A6258

A6259

A6261

A6262

AG266

A6402

A6403

A6404

A6405

A6406

K0137

K0138

K0139

KO277

K0278

K0279

K0280

K0281

K0407

K0408

K0409

K0410

K0411

K0419

K0420

Transparent film<= 16 sq in
Transparent film >16<=48 in
Transparent film > 48 sq in
Wound filler gel/paste /oz
Wound filler dry form/ gram
| mpreg gauze no h20/sal/yard
Sterile gauze <= 16 sq in
Sterile gauze>16 <= 48 sq in
Sterile gauze > 48 sq in
Sterile elastic gauze /yd
Sterile non-elastic gauze/yd
Skin barrier liquid per oz
Skin barrier paste per oz
Skin barrier powder per oz
Skin barrier solid 4x4 equiv
Skin barrier with flange
Skin barrier extended wear
Ext ensi on drai nage tubing
Lubricant catheter insertion
Urinary cath skin attachnment
Urinary cath leg strap
Sterile H20 irrigation sol ut
Mal e ext cath w adh coating
Mal e ext cath w adh strip
Drai nable plstic pch w fcplt

Dr ai nabl e rubber pch w fcplt
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K0421 drai nabl e plstic pch wo fp
K0422 Dr ai nabl e rubber pch wo fp
K0423 Urinary plstic pouch w fcplt
K0424 Urinary rubber pouch w fcplt
K0425 Urinary plstic pouch wo fp
K0426 Urinary hvy plstc pch wo fp
K0427 Urinary rubber pouch wo fp

K0428 Ostony faceplt/silicone ring

K0429 Skin barrier solid ext wear
K0430 Skin barrier w flang ex wear
K0431 Cl osed pouch w st wear bar

K0432 Drai nabl e pch w ex wear bar

K0433 Drai nabl e pch w st wear bar

K0434 Drai nabl e pch ex wear convex
K0435 Uri nary pouch w ex wear bar
K0436 Uri nary pouch w st wear bar
K0437 Urine pch w ex wear bar conv

K0438 Gstony pouch Iiqg deodorant

K0439 Ostony pouch solid deodorant

We believe our revised approach to the cal cul ati on that
i ncorporates both non-routine nmedical supplies provided under
a plan of care and those non-routine nmedical supplies that
coul d have been unbundled to Part B prior to the consoli dated
billing requirenments results in an equitable paynment

met hodol ogy. As stated above, we have re-exam ned the |ist of
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non-routine nedical supplies that could have been unbundled to
Part B, recal culated the costs, and have adjusted the rates
accordingly. W have also included any additional nedical
supply costs included in the audited cost report data fromthe
sanpl e that becane available after the publication of the
proposed rul e.

We have thoroughly re-exam ned the issue of all non-
routi ne nedical supplies included in the rate. The statute
does not provide for an exception for the renmoval of any or
all supplies for certain type of patients fromthe PPS rate.
We have used the best data available to calculate the non-
routi ne nedical supply conponent of the rates. W will
continue to nonitor the issue of non-routine nmedical supply
costs with inplenmentation of PPS.

Comment: Several commenters recommended that we
re-exam ne the amount we added to adjust the LUPA per-visit
anounts to account for non-routine nmedical supply costs. Many
comment ers suggested that the anpunt was i nadequat e,
especially for wound care patients.

Response: As stated above, we have re-exam ned the issue
of the appropriate |evel of non-routine nmedical supply costs
in ternms of wound care supplies and all non-routine nedical

supplies as they relate to all rates in the proposed rule,
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i ncludi ng the LUPA anobunts. Based on comments, we have
decided to increase the LUPA anount by paying the updated,
prospective per-visit anount by discipline. W believe this
per-visit amount accurately reflects an appropriate per-visit
payment | evel, including nedical supplies and other services
furni shed during LUPA visits. This provision is set forth in
regul ati ons at 8484.230. The revised LUPA approach is

di scussed in section IV.D. of this rule.

Comrent: Commenters requested clarification of the
application of 20 percent co-paynment of non-routine nedical
supplies not related to the plan of care.

Response: Medical supplies are specifically listed in
section 1861(m of the Act as a covered honme health service.
Al'l covered hone health services are ordered by a physician
for a patient under a plan of care. The 20 percent copaynent
does not apply to non-routine nedical supplies covered as a
home health service. There is currently no inposition of
copaynent on honme health services except for DME. There is a
20 percent copaynment on DME covered as a home health service.
However, as stated above in section |I.B. of this rule, BBRA of
1999 renoved DME covered as a home health service fromthe
consolidated billing requirenents.

We note that Part B does not provide coverage of and
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payment for itenms termed “non-routine nedical supplies.” DME
may have a DME supply conponent, but that supply cost is
related to the DVME and included in the DVE fee schedul e
paynment. Further, the statute governing consolidated billing
specifically refers to a patient under a plan of care.
Provi ders cannot circunvent the consolidated billing
requi renents by attenpting to exclude certain non-routine
medi cal supplies fromthe plan of care by distinguishing
bet ween non-routine nmedical supplies related and unrelated to
the plan of care. The coment nmay reflect concern with Part B
services such as parenteral or enteral nutrition that are
neither currently covered as honme health services nor defined
as a non-routine nmedical supply. Parenteral or enteral
nutrition would therefore not be subject to the requirenents
governi ng home health consolidated billing because those Part
B services are not honme health services as defined in section
1861(m of the Act. The applicable copaynment or deductible
requi renments governing Medicare Part B outside of the Medicare
home health benefit defined in section 1861(m of the Act are
not changed by this rule.

Coment: A few commenters stated that if a beneficiary
has a continui ng nedi cal need for nedical supplies due to a

chronic illness unrelated to the condition the HHA is
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treating, the patient should be excluded fromthe PPS rate and
consolidated billing.

Response: As we indicated in the proposed rule and the
response to the previous comment, the lawis very specific
regarding the inclusion of medical supplies in the prospective
rates. The law requires all services covered and paid on a
reasonabl e cost basis as of the date of enactnment of the BBA,

i ncl udi ng nedi cal supplies, to be paid on the basis of a
prospective paynment amount under HHA PPS. The consol i dat ed
billing requirenments at section 1842(b)(6)(F) of the Act, as
anmended by section 305 of BBRA, specifically require “in the
case of honme health services (including nedical supplies
described in section 1861(m (5), but excluding durable medical
equi pnent to the extent provided for in such section)
furnished to an individual who (at the tine the item or
service is furnished) is under a plan of care of a home health
agency, paynment shall be nade to the agency (without regard to
whet her or not the itemor service was furnished by the
agency, by others under arrangement with them nade by the
agency, or when any other contracting or consulting
arrangenent, or otherw se).”

The statutory | anguage governing consolidated billing

clearly states that the patient is under the plan of care. |If
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the patient requires nedical supplies that are currently
covered and paid for under the Medicare hone health benefit
during a certified episode under HHA PPS, the billing for

t hose nedi cal supplies falls under the auspices of the HHA due
to the consolidated billing requirements. As stated in

previ ous comments, there is no statutory |latitude for an
exception or carve-out of nedical supplies fromthe PPS rate
for patients under a plan of care under HHA PPS. W have
included the costs of all such supplies in the rates.

Comment: A few commenters suggested that we establish
cl ear guidelines so that providers of nedical supplies receive
adequate notice when itens they may be furnishing to a
beneficiary beconme subject to HHA PPS.

Response: The law refers to a patient under a hone
health plan of care. All routine and non-routine nedical
supplies that are currently covered as a Medicare home health
service are subject to the hone health PPS requirenments. W
believe the proposed rule and this final rule as well as
current Medicare policies governing coverage of nedical
supplies under the honme health benefit provide the notice of
the requirenments governing the HHA PPS. We will be directing
our carrier to informsuppliers of this change and will be

devel oping efforts to prevent erroneous billings. Further
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clarification of routine and non-routine nedical supplies can
be found in section 204.1 of the Medicare hone health agency
manual .

Comment: A few commenters suggested that we reviewthe
non-routine nedical supply coverage policies of the various
RHHI s and establish a consistent national coverage policy.
Adjustnents to the medical supply conponent of the rate should
be made based on the analysis of the coverage variations in
the original data used to establish the PPS rates.

Response: We have re-exam ned our approach to the
national coverage policy governing non-routine medical
supplies under the Medicare hone health benefit. W do not
have any indication of the existence of significant
i nconsi stencies in coverage policies across RHHI s. As stated
in previous coments, we will continue to nonitor the coverage
and utilization of non-routine nmedical supplies in subsequent
years of PPS inpl enentation.

Comment: Commenters suggested that nmedical supplies
shoul d be paid as used due to the wide variation in supply
usage across patients and because sone patients have
hi storically paid out-of-pocket for supplies although HHAs
were required to furnish them

Response: As indicated above, the | aw specifically



77
i ncludes costs of nedical supplies in determ ning the PPS
rates. We are concerned that commenters even suggested that
HHAs have historically permtted or even encouraged eligible
Medi care beneficiaries to pay out-of-pocket for Medicare
services that patients were not required to pay. W enphasize
t hat agencies are obligated to furnish and Medicare will pay
for needed nedical supplies covered under the honme health
benefit.

C. Possi bl e I nclusion of Medicare Part B Therapy Services in

t he Epi sode

Comment: We received a few comments regarding certain
Part B therapy costs that were not included in the conputation
of the PPS rates. Several commenters suggested that we
collect Medicare Part B Clains information for all therapy
services provided to patients while receiving home health
services under the honme health benefit and adjust the episode
definition, paynment rate, and budget neutrality factor
accordingly. Comenters believed that HHAs prior to PPS, as
with non-routine nmedical supplies, had the option to unbundle
t herapy services outside of the hone health benefit to Part B
t herapy providers. Because such services cannot be unbundl ed
under PPS, commenters suggested that, based on our anal ysis of

Part B therapy clainms during a hone health stay, an adjustnent
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to the non-standardi zed anount shoul d be nade to account for
this additional cost for therapy services.

Response: Before inplenentation of PPS, HHAs were not
clearly prohibited fromunbundling therapies to Part B.
Consi stent with our approach to non-routine nedical supplies
t hat coul d have been unbundled to Part B prior to PPS, we
agai n anal yzed Part B therapy clains data. Section |IV.B.3.
of this rule describes our clains analysis of the Part B
therapy clains. Based on the analysis, we have adjusted the
rates accordingly with the nethodol ogy described in section V.
of this rule.

D. Conti nuous Epi sode Recertification

Coment: Several comenters support continuous episode
certifications because the policy permts access to hone
health services for eligible beneficiaries. A few commenters
requested clarification of continuous episode recertification
with regard to long termutilizers of Medicare honme health
services. |In addition, commenters requested further
clarification of the definition of terns associated with
conti nuous episode recertification. Some comenters requested
specific clarification of the dates governing continuous
epi sode recertification

Response: We proposed continuous recertifications and
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payment, as appropriate, for beneficiaries who continue to be
eligible for home health services. The paynent system set
forth in this final rule will permt continuous episode
recertification for Medicare eligible beneficiaries. W
believe this policy negates the need for a day or time (length
of stay) outlier because beneficiaries will continue to be
recertified for continuous episodes as |ong as they remain
eligible for the Medicare hone health benefit. |In order to
address the needs of |onger stay patients, we are not limting
t he nunber of 60-day episode recertifications permtted in a
given fiscal year assuming a patient remains eligible for the
Medi care hone heal th benefit.

In response to comments, our explanation of the dates
governi ng conti nuous episode recertification and clarification
of terms associated with subsequent episode recertifications
is given below. The first day of a subsequent second epi sode
is day 61. The first day of all subsequent episodes, whether
it is the second or third, etc. continuous episode, wll be
ternmed the “subsequent episode date.” The first day of a
subsequent episode is not necessarily the first billable visit
date. Unlike the initial episode, the first day of a
subsequent episode may not occur on the first billable service

date. Therefore, one nust distinguish between the definition
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of the subsequent continuing episode date and the initial
epi sode. Further technical exanples of continuous care w |
be found in billing instructions that will be issued after
publication of this rule.

E. Transi ti on/ Bl end

Comment: Several commenters and nost national 1ndustry
associ ations supported full transition to a national rate.
Conversely, only one industry association supported a four-
year blend of agency-specific and national PPS rates. A few
comment ers suggested the continuation of IPS for the first
certification or assessnment period or next discharge date or a
blend with IPS related data. A few commenters provided other
creative alternative blend approaches that fell out of the
scope of the statutory authority for the transition blend.

Response: Section 1895(b) (1) of the Act provides the
option for a four-year transition to HHA PPS by bl endi ng
agency-specific and national rates. W proposed full
transition to the 60-day national episode rate. W believed
bl endi ng cost based IPS with an epi sode rate was not a viabl e,
effective option. After thorough re-exam nation of the
comment s and subsequent analysis, we continue to believe that
full transition to national PPS rates w thout any bl end of

current IPS on COctober 1, 2000 is the nobst appropriate
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alternative. A blended rate system would be overly conpl ex,
distort the positive incentives in PPS, and reallocate Iimted
resources fromnore efficient HHAs to | ess cost-consci ous
providers. A national PPS system has significant advantages
over IPS. It recognizes case-m x and provi des additi onal
paynments for higher cost outliers.

Comment: Several commenters objected to all HHAs being
pai d under hone health PPS effective October 1, 2000. Many
commented that this was unprecedented and recommended that the
i npl enentati on date should be transitioned based on cost
reporting year.

Response: The | aw governing the effective date for hone
health PPS i npl enentation is very specific. |In fact, section
5101(c) (1) (A) of OCESSA anended section 1895(a) of the Act to
change the effective date for PPS froma transition by cost
reporting periods to an i nmmedi ate start-up date for all HHAs,
effective October 1, 2000. The |law, as anended, does not
provide inplenentation by cost reporting period.

F. Split Percentage Paynment

Comment: Current regul ations require a physician signed
pl an of care before a HHA can bill Medicare for paynent.
Several commenters suggested the need to receive the initial

percent age paynent based on verbal orders. Many commenters
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wer e concerned about cash flow. Further, comenters believed
that if we adopt a policy that permts initial paynent based

on verbal orders the need for a notice of adm ssion would be

el i m nat ed.

Response: A nunmber of commenters expressed concerns
about cash flow to providers under the proposed system Many
reasons centered on the percentage of total paynment provided
upfront, as opposed to the end of the episode and the
potential delays in receiving paynents as a result of clains
processing tines, docunentation requirenents, and nedi cal
review. W appreciate these issues and are very interested in
ensuring HHAs have adequate cash flow to nmaintain quality
services to beneficiaries. As a result, we have taken a
nunber of steps in this final rule that include increasing the
amount of the initial percentage paynent for initial episodes
and a nunber of adjustnents detailed belowto significantly
shorten the amount of tinme between the subm ssion of the
request for anticipated paynent (defined below) and the
recei pt of paynment. W believe these changes w ||
significantly lessen the tine for the recei pt of paynent as
opposed to the approach set forth in the proposed rule. W
are revising our approach to the split percentage paynent as

originally set forth in our proposed rule. W viewthe
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initial percentage paynent as a ?request for anticipated
paynment” rather than a Medicare “claint for purposes of the
Act. However, a request for anticipated payment is a “clainf
for purposes of Federal, civil, crimnal, and adm nistrative
| aw enf orcement authorities, including but not limted to the
civil nonetary penalties |law (as defined in 42 U. S.C. 1320a-
7a(i)(2)), the Civil False Clains Act (as defined in 31 U S.C
3729(c)), and the Crimnal False Clains Act (18 U S.C. 287)).
We al so note that where we use the term*“claini in this fina
regulation, it refers to a “Medicare claim” The first
percent age paynment will not require a physician signed plan of
care before subm ssion. The request for anticipated paynent
reflecting the initial percentage paynent for the epi sode my
be subm tted based on verbal orders. All physician verbal
orders must: (1) be put in witing; (2) reflect the agreenent
bet ween the honme health agency and the physician with the
appropriate detail regarding the patient’s condition and the
services to be rendered; (3) be conpatible with the
regul ati ons governing the plan of care at 8409.43, 8424.22,
and 8484.18; and (4) be signed by a physician prior to
subm ssion of the claim |In order to request anticipated
paynment for the initial percentage paynent based on physician

verbal orders, a copy of the plan of care with all physician



verbal orders placed in witing and dated with the date of
recei pt by the registered nurse or qualified therapist (as
defined in 8484.4) responsible for furnishing or supervising
t he ordered service nmust be conpleted. A copy of the plan of
care, which includes the verbal orders, nust also be
transmtted to the physician for his or her records. W
believe this docunentation need is consistent with current
practice. Alternatively, the request for anticipated paynent
may be submitted if the HHA has a signed referral prescribing
t he physician’s detailed orders for the services to be
rendered and the patient’s condition. Signed orders nust,
however, be obtained as soon as possi ble and before the

subm ssion of the claimfor services is submtted for the
final percentage paynent for each episode. The final
percent age paynent including all of the utilization data for
the episode is the Medicare claim The claimfor the residual
final percentage paynent requires a signed plan of care prior
to billing for paynment. Since the request for anticipated
payment may be submitted based on verbal orders that are
copied into the plan of care with the plan of care being

i mmedi ately submitted to the physician and is not considered a
Medi care claim the request for anticipated paynent will be

cancel ed and recovered unless the claimfor the episode is
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submtted within the greater of 60 days fromthe end of the
epi sode or 60 days fromthe issuance of the anticipated
payment. The request of anticipated paynent for the initial
percentage paynent is a request for paynent of anticipated
services. The claimfor final paynment of the residual
percent age paynment constitutes the claimfor services
furnished. We believe this revised approach to split
percent age paynent will alleviate cash flow concerns raised in
the public coments. We revised current 8409.43(c) governing
physi ci an signature of the plan of care. Specifically,
paragraph (c)(1) of this section specifies, “If the physician
signed plan of care is not available, the request for
antici pated paynment of the initial percentage paynent nust be
based on- -
I A physician's verbal order that--

++ |I's recorded in the plan of care;

++ Includes a description of the patient’s
condition and the services to be provided by the home health
agency;

++ Includes an attestation (relating to the
physician’s orders and the date received) signed and dated by
the registered nurse or qualified therapist (as defined in 42

CFR 484.4) responsible for furnishing or supervising the
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ordered service in the plan of care; and
++ |Is copied into the plan of care and the plan of
care is immediately submtted to the physician; or

I Areferral prescribing detailed orders for the
services to be rendered that is signed and dated by a
physi ci an.”

I n paragraph (c)(2) of this section, we specify that
“HCFA has the authority to reduce or disapprove requests for
antici pated paynents in situations when protecting Medicare
programintegrity warrants this action. Since the request for
antici pated paynment is based on verbal orders as specified in
paragraphs (c)(1)(i) and/or a prescribing referral as
specified in (c)(1)(ii) of this section and is not a Medicare
claimfor purposes of the Act (although it is a “claini for
pur poses of Federal, civil, crimnal, and adm nistrative | aw
enforcenment authorities, including but not limted to the
Civil Monetary Penalties Law (as defined in 42 U S.C. 1320a-
7a(i)(2)), and the Civil False Clains Act (as defined in 31
U.S.C. 3729(c)), and the Crimnal False Clains Act (18 U.S.C,
287)), the request for anticipated paynent will be cancel ed
and recovered unless the claimis submtted within the greater
of 60 days fromthe end of the episode or 60 days fromthe

i ssuance of the request for anticipated paynent.”
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Par agraph (c)(3) of this section specifies that “The plan
of care nust be signed and dated- -

I By a physician as described who neets the
certification and recertification requirenments of 8424.22 of
this chapter and;

I Before the claimfor each episode for services is
subm tted for the final percentage paynent.”

Paragraph (c)(4) of this section specifies that “Any
changes in the plan nmust be signed and dated by a physician.”

We agree with the commenter and believe that our revised
approach elim nates the need for an additional notice of
adm ssion as originally proposed. W believe that the
requests for anticipated paynent of the initial percentage
paynment based on physician verbal orders responds directly to
comrenters concerns with current requirenments governing
physi ci an signatures prior to claimsubm ssion. Comenters
were concerned that the current signature requirenents could
di srupt necessary cash flow under PPS. W believe the request
for anticipated paynent for the initial percentage paynment
all eviates the cash flow concerns. Further, the request for
antici pated paynment of the initial percentage paynent wll
provi de appropriate cash flow to all providers because the

requests are not subject to the current paynment fl oor
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processing restrictions. The revised request for anticipated
paynment approach to the split percentage paynent ensures
adequate cash flow to providers who rely on Medi care resources
to ensure continued quality care. Both the request for

antici pated paynent and the claimw || be subject to nedical
review determ nations. Subsequent paynent w thhol di ngs may
occur, as applicable. If a provider is targeted for nmedical
review due to a history of excessive claimdenials, it may not
be able to submt requests for anticipated paynent.

Comment: In the proposed rule, we proposed a 50/50 split
per cent age paynment approach to the 60-day epi sode paynment.

The majority of comenters recommended a higher initial
percent age paynment in order to recognize the front | oadi ng of
adm ni strative costs associated with patient adm ssions. Many
commenters requested increasing the initial percentage
paynment on at least the first episode due to the up-front
costs associated with new patients.

Response: Based on comments that we have received, we
bel i eve the public has raised serious issues regarding cash
flow under PPS. Therefore, we have re-eval uated our original
split percentage proposal and have decided to revise our
proposed approach to incorporate a 60/40 split for all initial

epi sodes in order to recognize the up-front costs associ at ed
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with new adm ssions. This new split percentage paynment
approach for all initial episodes is set forth in regulations
at 8484.205(b)(1). All subsequent episodes will be paid at

t he 50/ 50 percentage paynent split. The split percentage
payment approach for subsequent episodes is set forth in
regul ati ons at 8484.205(b)(2). W believe our revised
approach to the split percentage paynent w |l provide
appropriate financial relief to HHAs, adequate cash flow, and
preserve the integrity of the Medicare trust funds. W
bel i eve our revised approach to the split percentage paynent
to include both the higher up-front percentage for first

epi sodes and the subm ssion of the request for anticipated
payment of the initial percentage paynent based on verba
orders, alleviates the cash flow issue for non-PIP providers
as well as ongoing cash flow issues for PIP providers. PIP
providers will receive their |ast Septenber PIP paynents
during October. That continuing payment flow during the
transition conbined with the ability to submt all requests
for anticipated paynent of the initial percentage paynent
based on verbal orders at the onset of PPS will ensure
adequate cash flow to PIP providers. The ability to submt
all requests for anticipated payment of the initial percentage

payment based on physician verbal orders responds directly to
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comrenters concerns with current requirenments governing
physi ci an signatures prior to subm ssion of the claim
Commenters were concerned that the current signature

requi renments coul d di srupt necessary cash fl ow under PPS. W
bel i eve the request for anticipated paynment for the initial
percent age paynent alleviates the cash fl ow concerns.

Further, the request for anticipated payment of the initial
percent age paynent will provide appropriate cash flowto all
provi ders because the requests are not subject to the current
paynment floor processing restrictions. W plan to continue to
study the up-front rate of utilization under PPS.

G. Statutory Elimnation of Periodic InterimPavynents (Pl P)

Comrent: The majority of commenters recomended the
reinstatement of PIP or a PIP-1ike accel erated paynent under
PPS to ensure adequate cash flowto PIP providers as well as
all providers. One commenter specifically suggested
accel erated paynments for high volume HHAs.

Response: Section 4603(b) of the BBA anended section
1815(e)(2) of the Act to elimnate periodic interim paynents.
PI P paynments are a nethod to periodically pay in advance
before receiving a claim Accordingly, we proposed to revise
8413.64(h)(1) to elimnate PIP for HHAs for services furnished

on or after October 1, 2000. In this final rule, we are al so
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renovi ng paragraph (h)(2)(iv) of this section to conply with
t he BBA requirenent that elimnates PIP for hone health
services upon inmplenentati on of PPS.

Based on comments received, we believe the public has
raised critical issues regarding the need to provide adequate
cash flow to all providers and specifically to PIP providers
during the transition to PPS. However, traditional PIP is
related to cost-based paynent reconciliations and cannot be
readily adopted to PPS rates.

As stated previously, we believe our revised approach to
the split percentage billing to include both the higher up-
front percentage for first episodes and the subm ssion of the
request for anticipated paynent of the initial percentage
paynent based on verbal orders, that are copied into the plan
of care with the plan of care being i mediately submtted to
t he physician, elimnates the cash flow issue for non-PIP
providers as well as ongoing cash flow issues for PIP
providers. Wth regard to transition paynents to PIP
providers, they will be receiving their |ast Septenber PIP
paynments during October. That continuing paynent flow during
transition conbined with the ability to submt all requests
for anticipated paynment of the initial split percentage

payment at the onset of PPS as of October 1, 2000, will also
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ensure adequate cash flow to PIP providers. We believe our
revised nethodology will reduce paynent flow i ssues and neet
the needs of all providers equitably.

I n addition, accelerated paynents, as historically
avai l abl e, may be available to HHAs that are di sadvantaged by
del ayed paynents due to unantici pated HCFA cl ai ns processing
system failures or delays to ensure adequate cash flow. In
regul ati ons at 8413.64(g) for cost-reinbursed providers, and
in 88412.116(f) and 413.350(d) for hospitals and skilled
nursing facilities, respectively, that receive paynent under a
prospective paynent system we have provided for the
availability of accel erated paynents for non-PIP providers in
certain situations. W do not believe that HHAs shoul d be
penal i zed for unanticipated clains processing system del ays
and are extending the availability of accel erated paynments to
all HHAs under PPS. Therefore, we are adding a new 8484. 245
to provide HHAs the ability to request accel erated paynents
under hone health PPS if the HHA is experiencing financial
difficulties due to delays by the intermediary in making
paynment to the HHA

H. Low Utilization Paynent Adjustnment (LUPA) (8484.230)

Comment : Commenters on the LUPA centered on such issues

as the total elimnation of the LUPA, retaining the four or
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fewer visit threshold at a mnimum the |ack of recognition of
addi tional costs associated with the first visit in the
epi sode due to patient adm ssion responsibilities, negative
i npact on rural and small providers, and the inadequate
payment anount proposed for each standardi zed per-visit anount
per-di scipline. Many commenters suggested we increase the
proposed LUPA amounts to reflect the current per-visit limts
by discipline or cost per visit by discipline or by a
percent age i ncrease approach. A few commenters suggested the
elimnation of LUPA for the first episodes, but supported
application of the LUPA for subsequent epi sodes.

Response: We proposed a low utilization paynment
adjustnment in order to noderate provision of mniml or
negligible care, that is, to discourage HHAs from providing a
m ni mal nunmber of visits in an episode. W proposed episodes
with four or fewer visits be paid the wage adjusted nati onal
st andar di zed per-visit anount by discipline for each of the
four or fewer visits rendered during the 60-day episode. W
solicited comments on the nost appropriate threshold and
specifically solicited conmments on the use of the higher
threshold of six or fewer visits. W wll retain the original
four or fewer visit threshold as no commenters supported

moving the threshold to six or fewer visits. |In this final
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rule, we respond to the recommendation to increase the
proposed LUPA anmount by now cal cul ating the LUPA based on a
hi gher nati onal average per-visit amunt by discipline updated
by the market basket to FY 2001. This wll provide a higher
| evel of paynent and fully conpensate HHAs for such visits.

We are revising our regulations at 8484.230 to reflect the
hi gher per-visit amounts that will be used to calculate the
LUPA paynents. We are not adopting the comment to increase
t he paynment only for the first visit to account for the front-
| oadi ng of costs in an epi sode because we believe the approach
set forth in this rule will adequately account for the costs
for low utilization episodes. W will continue to nonitor the
i npact of the four or fewer visit threshold and the revised
LUPA per-visit ampbunts on all types of providers under PPS.
The revised LUPA net hodol ogy and rate tables are found in
section I'V. of this rule.

Comrent: Commenters suggested that we apply LUPA only to
acute patients and not to chronic patients who require B-12
i njections or catheter changes.

Response: The LUPA paynent approach does not distinguish
bet ween an acute or chronic hone care patient. The goal of
the LUPA is to appropriately pay for low utilization episodes.

As stated above we have revised 8484.230 to reflect the higher
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per-visit amunts that will be used to calculate the LUPA
paynments. We believe the revised approach to calculating the
LUPA per-visit anounts by discipline will nore adequately
refl ect average costs associated with | ow vol ume epi sodes.

Comrent: A few commenters suggested the renoval of wage
i ndex adjustnment in the LUPA paynent approach. Commenters al so
suggested that we case-m x adj ust the LUPA.

Response: The LUPAs are not case-m x adjusted because
they are cal cul ated using national clains data for episodes
with four or fewer visits. The clains data is only wage
adj usted, not case-m x adjusted. We believe it is inportant
to adjust the | abor conponent of the LUPA based on the nost
recent pre-floor and pre-reclassified hospital wage index as

hi storically reflected in the | abor portion of honme health

servi ces.
Comment: One commenter requested clarification of
whet her tel ephone contact or a telenedicine visit will count

as a visit for purposes of the LUPA policy.

Response: The current definition of a Medicare hone
health visit has not changed with the inplenmentation of hone
health PPS. The definition of a visit is set forth in
8 409.48(c) of the regulations specifies that “A visit is an

epi sode of personal contact with the beneficiary by staff of
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the HHA or others under arrangenents with the HHA for the
pur pose of providing a covered service.” A telephone contact
or telemedicine visit does not neet the definition of a visit
and therefore would not count toward a LUPA visit.

Comrent: A few commenters requested clarification of the
type of practitioner that would provide a LUPA visit.

Response: The current personnel qualifications and
coverage gui delines governing the provision of covered hone
heal th services are not changed by home health PPS. All
visits provided under HHA PPS regardl ess of the provision
under an episode rate or LUPA rate nust neet current Medicare
coverage gui delines.

Comrent: A few commenters requested a specific HHRG
| evel for LUPA cases.

Response: We do not believe the case-m x wei ght
met hodol ogy as proposed woul d accommpdat e an HHRG specific
wei ght for the LUPA. The LUPA is a wage adjusted per-visit
paynment. Constructing a LUPA specific HHRG woul d confuse the
concept of case-m x adjustnment and per-visit paynent for
LUPAs. However, we will continue to consider this proposal as
we further refine PPS in the future.

|. Partial Episode Payment Adjustnents (PEP Adj ust ment)

Comrent: Several comrenters did not support the use of
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billable visit dates to cal cul ate the PEP adjustnment due to
possi bl e gaps in days that may not be recognized in the
payment. Many commenters recomended the use of the first
billable visit date through the day before the intervening
event or discharge date as the span of tine used to calcul ate
t he proportional paynment. Many commenters did not believe the
PEP reflected the increased costs associated with adm ssion
during the start of the episode. Comenters proposed
elimnating the proportional paynment aspect of the provision
thus yielding a full episode paynent for the initial HHA and a
full episode payment for the HHA receiving the patient due to
the intervening event. Several comenters provided
alternative paynment approaches to the PEP policy as set forth
in the proposed rule.

Response: In the October 28, 1999 proposed rule, we
proposed a PEP Adjustnent to address the key intervening
events of the beneficiary elected transfer to another HHA and
t he di scharge of a beneficiary who returns to the sane HHA
during the 60-day episode. We proposed to restart the 60-day
epi sode cl ock due to the two intervening events and end the
original episode paynent with a proportional paynment
adjustnment. The proportional paynment adjustnent would be

cal cul ated by using the span of billable visit dates prior to



98

the intervening event. We are not adopting the comenters’
suggestions to use the day before the intervening event or

di scharge date to cal cul ate the proportional paynment. We are
retaining the use of billable service dates to determ ne the
appropriate paynments because of the HHAs invol venent in

deci sions influencing the intervening events for a beneficiary
el ected transfer or the beneficiary is discharged and returns
to the sane HHA during the sane 60-day episode peri od.
Proportional paynents based on billable visit dates wll
continue to be the paynent nethodology for the initial HHA as
a result of the intervening event. W believe the new 60/40
percent age paynent split for first episode paynents as
specified in regulations at 8484.205(b)(1) will alleviate
concerns with costs associated with new patients.

Comrent: A few commenters requested clarification of the
cal cul ation of the therapy hour threshold in the case of the
transfer PEP Adjustnment.

Response: The therapy threshold will apply separately to
the proportional portion of the first episode and the new
epi sode that results fromthe intervening event. The initial
HHA wi || have the period of tinme of the first billable service
date through the last billable visit date in the original plan

of care prior to the intervening event to reach the therapy
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threshold. The new episode resulting fromthe intervening
event will not incorporate therapy usage fromthe prior period
but will determne the therapy needs for the patient resulting
fromthe new certified plan of care. Each part of the
epi sode, the PEP adjusted portion and the new 60-day epi sode
resulting fromthe intervening event is subject to separate
therapy thresholds. The therapy threshold is not combined or
prorated across episodes. Each episode whether full or
proportionally adjusted is subject to its own unique therapy
t hreshol d for purposes of case-m x adjusting the paynent for
that individual patient’s resource needs. This PEP approach
to the therapy threshold applies to both intervening events of
the beneficiary elected transfer and the di scharge and return
to the sanme HHA during the sane 60-day episode peri od.

Comrent: Several comrenters suggested the elimnation or
modi fi cation of the proposed policy that prevents the PEP
adj ust mrent when a beneficiary elects to transfer to an HHA
that is under common ownership with the initial HHA W
proposed that transfers anmong HHAs under conmmon ownership
woul d be paid as an under arrangenent situation. Commenters
bel i eved that the proposed conmon ownership policy should not
apply when the transfer was nade because the patient noved out

of the first HHA' s geographic service area defined by the
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agency’s license. Further, comenters were concerned that if
t he proposed | anguage regardi ng common ownershi p was not
changed to conformto the rules currently governing rel ated
parties, it would be viewed as an attenpt by HCFA to pierce
the corporate veil and offset the liabilities of one
corporation agai nst paynents due to anot her.

Response: |In response to these concerns, we are
providing further clarification of our definition of conmmpn
ownership for purposes of the PEP adjustnent for beneficiary
elected transfers. |If an HHA has a significant ownership
interest as defined in 8424.22 (Requirenment for home health
services), then the PEP adjustnent would not apply. Those
situations woul d be consi dered services provided under
arrangenent on behalf of the originating HHA by the receiving
HHA with the ownership interest until the end of the episode.
The common ownership exception to the transfer PEP adjustnent
does not apply if the beneficiary noved out of their MSA or
non- MSA during the 60-day episode before the transfer to the
receiving HHA. The transferring HHA not only serves as the
billing agent, but nust al so exercise professional
responsibility over the arranged-for services in order for the
services provided under arrangenents to be paid.

Comment: A few comenters requested that we clarify how
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we apply our PEP policy when a hone health patient elects
hospi ce before the end of the episode. The comments focused
on a hospice that is under common ownership with the HHA

Response: |If a patient elects hospice before the end of
t he epi sode and the patient did not experience an intervening
event of discharge and return to the same HHA, or transfer to
anot her HHA during an open 60-day episode prior to the hospice
el ection, the HHA receives a full episode paynent for that
patient. Upon hospice election, the beneficiary is no | onger
eligible for the honme health benefit. The conmmon ownership
restriction for the PEP adjustnent applies only to the
relationship between two HHAs providing covered honme health
services to a honme health eligible beneficiary.

Comment: A few commenters requested clarification of
whet her a PEP adjustnment will apply to the initial HHA when a
physician or patient-initiated term nation of home health
services occurs and the treatnent goals have not been reached.
I n addition, commenters further requested clarification of the
beneficiary elected transfer PEP policy when the beneficiary
transfers because the HHA provided m nimal or negligible
servi ces.

Response: To account for the situation when a patient

initiates the term nation of services for any reason and
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requests a transfer to another HHA, we devel oped the PEP
adjustnment to assure that the patient’s freedom of choice was
honored and that the Medicare Trust funds were protected by a
policy that ensures adequate paynent |evels that reflect the
time each HHA served the patient under a transfer situation.
Unl ess the beneficiary refused further care or was a safety
risk to the HHA staff, we do not envision a situation in which
a physician would termnate care prior to the conpletion of
treatment goals. However, we would focus survey or nedica
review resources to investigate conplaints of mniml or
negligi ble service delivery as a notivating factor for a
beneficiary’s election to transfer froman the original HHA.

Comrent: A few commenters suggested that we allow the
physician to reinstate the initial plan of care rather than
requiring a new plan of care in the situation of discharge and
return to the same HHA during the sanme 60-day episode.

Response: We are not adopting this conmment. W believe
that a new certified plan of care is a critical feature of any
epi sode paynent, regardl ess of whether prior treatnment goals
were nmet and the patient was formally discharged. W do not
believe that it is unduly burdensone because the HHA will be
receiving access to an entire 60-day episode paynment.

Further, a patient that returns to the HHA for adm ssion after
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di scharge would require a new OASI S assessnent and new pl an of
care under current practice guidelines.

Comment: Sonme conmmenters asked if the PEP adjustnment is
applied when a patient dies.

Response: A full episode paynment will be paid in the
event of a patient’s death during a 60-day episode. No PEP
adjustnment will be calculated due to a patient’s death during
an epi sode.

Coment: A few commenters argued that the PEP adjustnent
policy approach does not adequately address ?snow birds”,
persons who seasonally mgrate from one place to another

Response: We believe the PEP adjustnent will adequately
address this situation. As stated previously, if for any
reason, a beneficiary elects to transfer to another HHA, the
original HHA' s epi sode paynent woul d be proportionately
adjusted with a PEP adjustnent to reflect the time the HHA
served the patient prior to the intervening event of the
transfer. This would include the “snow bird” situation. W
do not believe there is a need for an exception fromthe
transfer policy regarding “snow birds”. Qur PEP adjustnment
policy governing transfers provides for a clean slate for a
60- day epi sode paynent, OASIS assessnent, and certification

for the receiving HHA. W believe this is an equitable
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approach to intervening events during the 60- day epi sode.

Comment: Comenters argued PEP adj ustnent governing
di scharge and return should not apply when there is a
readm ssion for the sane diagnosis. Commenters stated that
t he discharge and return to the same HHA during the 60-day
epi sode PEP adjustnent requires the goals in the original plan
of care to be nmet prior to discharge. Commenters requested
further clarification of neeting treatnment goals in the
original plan of care.

Response: We will not provide for paynent for two ful
epi sodes at any tinme during a given certified 60-day episode.
If an HHA di scharges a patient, it is assuned that the patient
has met the course of treatnment set forth in conjunction with
physician orders in the patient’s original plan of care. If
the patient returns with the sane diagnosis, it may not
indicate the sane plan of care. Even if the HHRG |l evel did
not change upon return, the patient’s initial discharge
i ndi cated conpletion of the original course of treatnent. The
ori ginal episode payment woul d be proportionately adjusted to

reflect the tinme prior to discharge with a PEP adj ust nent.
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J. Significant Change in Condition Payment Adjustnment (SCIC

Adj ust ment) (8484. 237)

In the October 28, 1999 proposed rule, we proposed a
significant change in condition adjustnment to recognize the
event of a significant change in patient condition that was
not envisioned in the original plan of care. The SCIC
adjustnment is calculated as a proportional paynent reflecting
the tinme both before and after the patient experienced the
significant change in condition. Billable visit dates are
used to cal culate the proportional paynents.

Comrent: Sone commenters did not support the use of
billable visit dates due to the potential gaps in paynent days
used to calculate the SCIC adjustnment. Comrenters suggested
using the dates that the patient received conprehensive case
managenent or all the days in the 60-day episode. Many
comment ers suggested the restart of the 60-day episode clock
due to the patient’s significant change in condition,
resulting in two full episode paynents or a prorated paynent
plus a full new epi sode paynment. O her comenters suggested
that the adm ssion to an inpatient facility should indicate
cl ose of a previous episode for outcome data collection,
simlar to the PEP proportional paynment approach. Oher SCIC

comments centered on prorating paynents based on visits or



increasing the SCIC proportional payments by an equitable
percentage increase to each proportional paynent for the
ori gi nal diagnosis.

Response: The use of billable visit dates as the

boundari es for the paynment adjustnment encourages appropriate
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service use and supports the delivery of all needed care. W

further believe that the current SCIC adjustnment policy
provides financial relief to HHAs who woul d ot herw se be

| ocked into a case-m x adjusted paynent based on a point in
time of the patient’s condition at the begi nning of the

epi sode. We will retain the current SCIC adjustnment policy
and are not adopting the commenters’ suggestions. The SCIC
adj ust mrent ensures HHAs wi || have adequate resources to neet

t he changi ng patient needs of its mx of patients. The SCIC

adj ustment provides HHAs with the ability to neet the changi ng

resource needs of their patients.

Comrent: Many commenters requested clarification, and
ot hers requested renoval, of the policy set forth in the
preanbl e of the proposed rule governing intervening hospital
stays during a 60-day episode. |In the proposed rule, we
stated that if a patient experiences an intervening hospital

stay during an existing 60-day episode under an open plan of

care, then the patient would not have nmet all of the treatnent
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goals in the plan of care. Therefore, the intervening
hospi tal adm ssion during an existing 60-day episode could
result in a SClIC adjustnent, but could not be considered a
di scharge and return to the sane HHA PEP adj ust nent.
Currently, HHAs are provided the option to discharge patients
upon transfer to an inpatient facility.

Response: W believe that HHAs shoul d be given the
option to discharge the patient within the scope of their own
operating policies; however, when an HHA di scharges a pati ent
as a result of a hospital adm ssion during the 60-day episode
that discharge will not be recognized by Medicare for paynent
purposes. Either an intervening hospital stay will result in
an applicable SCI C adjustnent or if the Resunption of Care
OASI S assessnent upon return to honme health does not indicate
a change in case-mx level, a full 60-day episode paynent w ||
be provided spanning the hone health episode start of care
date prior to the hospital adm ssion, through and including
t he days of the hospital adm ssion, and ending with the 59th
day fromthe original start of care date of the episode.

Comment: Comenters requested clarification that the
SCI C adjustment will only apply in cases of deterioration,
that is, increased paynent due to a new HHRG and not

i nprovenent resulting in a possible decrease in paynent for
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the second part of the SCIC adjustnent.

Response: W designed the SCIC adjustnent to permt the
HHA to adjust the assessnment and the concom tant HHRG
assi gnnent when the patient’s condition changes in a
significant way that was unanticipated in the context of the
initial assessnment. The SCIC adjustnment will occur in both
situations of significant patient deterioration and
i nprovenent. Excessive use of the SCIC adjustnment for patient
deterioration will be nonitored under PPS to ensure the
legitimacy of clains for increased paynent.

Comment: A few comrenters asked if thereis alimt to
t he nunber of SCIC adjustnents in one 60-day episode.

Response: Although there is the clinical possibility of
more than one SCIC adjustnent during a given 60-day episode,
we believe it will be a rare occurrence. VWhile we will permt
more than one SCI C per episode, providers who denonstrate a
pattern of multiple SCIC adjustnments will likely be subject to
review to assure the validity of such situations.

Comrent: Several comrenters suggested the use of a
modi fi ed OASI S assessnent for purposes of SCIC Adjustnents.
Comrenters requested that we require only those OASI S and
other itens necessary for case-mx for the determ nation of a

SCI C adj ust nent .
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Response: Totally apart from PPS, the current protocol
governi ng OASI S assessnent schedules, requires the conplete
OASI S assessnent at points in tinme when the patient
experiences a significant change in condition. Further, we
believe it is necessary to have all OASIS itens rel evant for
out cone neasures to nonitor the use of SCIC adjustnments under
PPS. W are not adopting this conmment on the approach to SCIC
adjustnments. The SCIC adj ustnent provides an additional
payment adjustnment w thout which PPS woul d have | ocked the HHA
and patient in a 60-day episode paynent |evel according to the
patient’s status at the beginning of the 60-day episode. W
do not believe the conpletion of the full OASIS assessnent
generates a cost that outweighs the benefit of the SCIC
adjustnment froma paynent and quality of care perspective.

Comment: Commenters had additional questions regarding
our policies governing the SCIC adjustnent. Specifically,
commenters asked if physician verbal orders would suffice to
precipitate a SCIC adjustnent or would the form 485 have to be
conpl et ed.

Response: The SCI C adjustnment occurs when a beneficiary
experiences a significant change in condition during the 60-
day episode that was not accounted for in the original plan of

care. In order to receive a new case-m x assignnent for
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pur poses of the SCI C adjustnment paynent during the 60-day
epi sode, the HHA nust conplete an OASI S assessnent and obtain
necessary change orders reflecting the significant change in
treatnment approach in the patient’s plan of care. Wile the
physi ci an’s verbal order and the corresponding OASI S
reassessnent my precipitate the new case-m x | evel and
correspondi ng paynment grouping the HHRG for the bal ance of the
60- day epi sode, the SCI C adjusted episode, |ike any other
epi sode, requires a signed plan of care prior to subm ssion of
the claimfor the final percentage paynent.

Comrent: Commenters requested clarification of whether
the LUPA will apply in situations of the SCIC adjustnment.

Response: A SCIC adjusted episode paynent coul d be
further adjusted to reflect the LUPA, if applicable. However,
because a LUPA paynent is not case-m x adjusted, the SCIC
woul d have no paynent consequence on an epi sode paid at the
LUPA |l evel. This would be a limted, but not inconceivable,
occurrence that would likely be targeted by nedical review

K. Case-M x

! Caregiver variables on OASI S not used in case-m X
system
Comment: In the proposed rule we stated that caregiver

vari abl es would be omtted fromthe case-m x nodel. Sone
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comrenters were concerned that failure to consider caregiver
availability may result in inadequate paynent. One comenter
stated that returning to i ndependence or assuning care on a

|l ong-term basis often depends on the patient’s support system
or lack thereof. Comenters stressed that caregiver
availability is a particularly strong factor in rural areas
where patients have fewer community supports to nmake up for
the lack of caregiver assistance in the hone.

Response: In the proposed rule, we discussed our basis
for excluding such variables. W recognize that adjusting
payment in response to the presence or absence of a caregiver
may be seen as inequitable by patients and their famlies. To
the extent the availability of caregiver services,
particularly privately paid services, reflects soci oecononi c
status differences, reducing paynent for patients who have
caregi ver assistance may be particularly sensitive in view of
Medi care’ s role as an insurance programrather than a soci al
wel fare program Furthernore, adjusting paynent for caregiver
factors risks introduci ng new and negative incentives into
famly and patient behavior. It is questionable whether
Medi care shoul d adopt a paynent policy that could weaken
informal famlial supports currently benefiting patients at

ti mes when they are nost vul nerable.
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Not wi t hst andi ng t hese consi derati ons, we exam ned the
usef ul ness of caregiver factors but found themto be only
mnimally hel pful in explaining or predicting resource use. A
vari able on the availability of a caregiver had no inpact on
average resource cost (Abt Associates, Second Interim Report,
Sept enber 24, 1999), and only a nodest inpact after
controlling for other patient characteristics (Abt Associ ates,
First InterimReport, July 1998 [ Revi sed Decenber 1998]).
This could result if patients who are able to remain in the
honme wi t hout a caregiver are inherently |less inpaired and nore
able to provide self-care than other honme care patients. (One
commenter seenmed to confirmthis hypothesis in stating that
caregi ver availability can determ ne whether a patient can
safely live at hone.) A strong relationship between caregiver
assi stance and patient health/functional status could make it
difficult analytically to identify a cost inpact resulting
fromthe caregiver’'s lack of availability. As a technical
matter, this problem could hinder accurate incorporation of
caregiver availability into the case-m x system were it
deenmed appropri ate.

Results fromthe Phase Il per-episode prospective paynent
denonstration |l end credence to the Ilimted val ue of caregivers

in explaining resource use under a PPS system Eval uation of
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the denonstration indicated that reductions in service
utilization anong PPS patients were the sane, regardl ess of
whet her the patient had other caregiving (Mathematica Policy
Research, Inc., “Per Episode Prospective Paynment for Medicare
Home Health Care Sharply Reduces Service Use,” Draft Report,
Decenber 1998). The findings suggest that, despite intentions
to rely nore heavily on other caregivers as a way of reducing
hone care costs, PPS agencies did not target their service
reductions nore heavily on patients with caregivers. The
reason for this outcone is unclear. (There was also little or
no indication that PPS agencies tried to avoid patients
W t hout caregivers.)

Ot her caregiver variables exam ned in the case-m x study,
measuri ng frequency of assistance and caregiver
heal t h/ psychosoci al status, also exhibited a relatively nodest
i npact on resource cost. When added to the existing nodel
t hey added | ess than one point to the nodel’ s expl anatory
power (R-squared) (Abt Associates, Second Interim Report,
Septenber 24, 1999). These findings weaken the assertion that
failure to adjust for caregiver factors could render paynents
i nadequate. It should also be noted that, based on
prelimnary data, these caregiver variables did not have

particularly strong itemreliability (Abt Associ ates, Second
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I nteri m Report, Septenber 24, 1999, Appendix G . Low
reliability means an assessnent itemis prone to m s-
measurenent. I n nmeasuring case-m x for paynment purposes, we
wish to avoid, to the extent possible, itenms with weaker
reliability. (We will continue to examne the reliability
data as they are finalized.)

In summary, we believe that in light of data that support
our policy concerns surroundi ng caregiver variables, and their
insignificant contribution to predicting resource use, these
OASIS itens are not appropriate for use in the case-m X
adj uster.

Comment: Several commenters urged us to continue to
study the issue of caregiver inpacts, including further study
of language used in the caregiver itens for the OASIS.

Response: We will continue to exam ne OASIS caregiver
vari ables and their inpact as we anal yze national OASIS and
claims data to pursue refinements to the case-m x system
However, in the absence of policy consensus that caregiver
vari abl es are appropriate to include, it would not be cost-
effective to comm ssion further studies of alternative wording

of caregiver-related assessnment itens.
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I Variables identifying preadm ssion [ocation in the
Services Utilization Di nmension

In the proposed rule we set forth a services utilization
di mrension within the case-m x nodel. W proposed including
vari abl es indicating whether certain inpatient stays occurred
in the 14-day period i nmmedi ately preceding the honme health
epi sode. Not only are pre-adnm ssion inpatient stays a
traditional indication of need in clinical practice, but also
such vari abl es were useful correlates of resource cost in our
anal yses of the case-m x data (Abt Associates, First Interim
Report, July 1998 [ Revi sed Decenber 1998], Abt Associ at es,
Second Interim Report, Septenber 24, 1999).

Comrent: Several comrenters requested clarification
about the derivation of the scores and severity grouping in
the services utilization di nension.

Response: Qur data indicate that an acute care hospital
di scharge (without follow up post-acute inpatient stay) within
the 14 days i medi ately preceding adm ssion to hone care is
associated with the | owest costs during the 60-day episode.

Ot her research has shown simlar findings. For exanple, in
the home health Phase Il per-episode prospective paynment
denonstration research, nultivariate analysis of hone care

utilization in the year follow ng adm ssion al so suggest ed
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t hat pre-home-care hospital stays were associated with reduced
hone care utilization. |In the case-m x data, episodes
i nvolving patients with no pre-adm ssion inpatient stay had
t he second-| owest cost; episodes involving patients who had
both a hospital and post-acute-care institutional stay (that
is, skilled nursing facility (SNF) or rehabilitation facility)
had the third-1owest cost; and episodes involving patients who
had only a SNF or rehabilitation facility stay had the highest
cost. The highest-cost category (SNF or rehabilitation stay
al one, given a 14-day wi ndow) may actually be conprised
predom nantly of relatively |ong stays. These stays appear to
be indicators for patients who, upon their return home, have
hi gh care needs during the 60 days follow ng home health
adm ssi on.

In the case-m x data, if a patient who had a hospital
stay in the 14 days preceding adm ssion is evaluated to need
significant honme therapy, then the resource costs increase
sharply. Likew se, therapy utilization markedly increased
resource cost for the episodes preceded by the other three
pre-adm ssion |ocations. Because the therapy utilization was
to be considered sinmultaneously with the preadm ssion | ocation
in the services utilization dinmension, we exam ned the

resource cost according to eight categories. These eight
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categories are the four pre-adm ssion |ocations (hospital stay
al one, no inpatient hospital or SNF/rehab stay, a hospital-
stay- pl us- SNF/ rehab-stay, or a SNF/rehab stay al one) with and
w t hout therapy utilization of at |east eight hours.

The resulting array of average resource cost indicated
t hat anong epi sodes not neeting the therapy threshold, those
following a hospital stay, no inpatient hospital or SNF/rehab
stay, or a hospital-stay-plus-SNF/rehab-stay all had simlar
resource costs. We assigned increasing scores--zero to 2--for
t hese groups, in accordance with the trend in the data
overall, but ultimately grouped theminto a single severity
|l evel reflecting their simlar resource costs. Episodes not
meeting the therapy threshold but with a SNF/rehab stay al one
were effectively assigned a score of three (fromthe
conbi nati on of scoring for the hospital stay and SNF/rehab
response categories) and grouped separately into the second
severity |level, because their resource cost was significantly
hi gher than patients with a score of zero to 2.

The remaining two severity groups were for episodes that
met the therapy threshold. Therapy-threshold patients conm ng
fromthe first three | ocations were grouped together into a
third severity | evel because of the simlarity in their

resource costs. Scoring for these patients again reflected
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the overall trend by preadm ssion |ocation (scores of zero,
one, and two for hospital stay, no inpatient hospital or
SNF/ rehab stay, or a hospital -stay-plus-SNF/rehab-stay,
respectively) but included an additional four points to
reflect the cost inpact of the therapy. High-therapy patients
fromthe fourth pre-adm ssion | ocation (SNF/rehab stay al one)
had t he hi ghest costs of any group, so we placed themin the
fourth and final severity category. Follow ng the existing
scoring |logic, these episodes had a total score of seven based
on three points for the preadm ssion |ocation and four points
for the therapy need.

Comment: Sonme commenters stated that their own
experience did not confirmthe relationship between pre-
adm ssion institutional stays and resource cost as indicated
in our case-m x research data. Specifically, comenters
i ndi cated that patients comng fromthe hospital are often
nore acutely ill and resource-intensive than other patients,
particularly patients who had no preadm ssion institutional
care. For exanple, these patients typically need nore
frequent visits and teaching. As a result, according to these
comments, the case-m x systemfosters a disincentive to admt

post - acut e- hospital patients.



119

Response: The conclusion reached by the commenters is
i ncorrect because the severity grouping (though not the
scoring) is neutral with regard to pre-adm ssion hospital
stays. Patients with such stays, as well as patients w thout
any institutional stays, and patients with hospital-plus-

SNF/ rehab care, are all grouped together in the sanme severity
category. The patients who were admtted with only a

SNF/ rehab stay in the previous 14 days are grouped into a
separate severity category. Wthin each of these two severity
categories, the patients neeting the therapy threshold are
split off into an anal ogous severity category reserved for

t herapy patients. It is the severity category that determ nes
the case-m x weight. (In the services utilization dinension,
the scoring systemis sinply a device to organi ze the
assessnent data on preadnm ssion |ocation and therapy

t hreshol d.)

Comrent: Several comenters suggested that the 14-day
definition for the preadm ssion |ocation on OASIS actually
enconpasses a heterogeneous group of patients, and that
conparison of patients admtted to hone care within 1 or 2
days of discharge with patients admtted within 5 to 14 days
of discharge would reveal a cost difference.

Response: VWhile this distinction or others related to
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the time since discharge m ght prove useful, the OASIS
assessnent does not provide the |evel of detail necessary to
recogni ze any difference. 1In analyzing the data available to
us, we exam ned the cost separately for the subset of patients
who experienced a SNF/rehab stay as well as an acute care stay
(and thus were unlikely to be anong the patients admtted to
home care within one to two days of discharge). This subset
of patients was generally about as costly as the hospital-
stay-only patients. This suggests that in the absence of the
SNF/ rehab stay, the agency woul d have otherw se incurred

hi gher resource costs by admtting the patient to honme care
directly fromthe acute-care-hospital. The timng of the hone
health adm ssion is to sonme extent correlated with SNF use,
which in turn may be correlated with case severity. Under
these conditions, it may be difficult to quantify a suspected
relati onship between the timng of the adm ssion and resource
use. (This is simlar to the comment noted earlier concerning
caregiver variables; that is, a variable such as caregiver
availability or SNF use may tend to offset resource cost for
particularly costly patients, making it difficult to observe
the relationship between these patients’ severity and their
presuned costliness.) W wll continue to examne this issue

in the future using clainms and |inked OASIS dat a.
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Comment: Anot her conment stated that paying a higher
rate for patients experiencing a pre-episode SNF or rehab stay
puts rural agencies at a di sadvant age, because many patients
elect to return directly hone fromthe hospital due to a
shortage of post-acute institutional care facilities.

Response: As stated earlier, three pre-adm ssion
| ocation categories are all grouped in the sane severity
|l evel. The fourth category was grouped separately--patients
experiencing only a SNF/rehab stay within the previous 14
days. As we noted in the proposed rule, these patients likely
experienced a relatively long SNF stay, which appears to be an
i ndi cator for exceptionally high case severity. \Whether such
cases fromrural areas systematically fail to be placed
appropriately in post-acute-care institutions deserves further
study. Qur inpact analysis suggests, however, that rural
agencies w |l experience paynent increases under PPS (see
Tabl e 11). Exam nation of paynent-to-cost ratios in the Abt
case-m x data al so suggests that rural agencies wl
experience paynents under the PPS system that exceed their
hi storical cost |evels (Second Interim Report, Septenber 24,
1999).

Coment: One commenter stated that recent

hospitalization affects the plan of care, particularly within
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the first 30 days. We also received a comment noting the
costliness of care for “chronic, long-ternf patients com ng
fromthe community as their pre-adm ssion |ocation, but with
hi gh clinical and functional severity.

Response: We enphasize that the resource cost used to
devel op the case-m x system was nmeasured over the patient’s
first 60 days under the care of the HHA. Thus, it is entirely
possi bl e that patients with contrasting pre-adm ssion
| ocations could have simlar total resource costs albeit with
different care trajectories. For exanple, for relatively
heal thy patients who are bound for recovery froman acute
illness, and who may therefore be discharged from hone care
fairly soon after a short, intensive period of teaching and
support, the total 60-day resource cost may be conparable to
the cost for certain chronically ill patients who have | ess-

i ntensive but nore sustained needs over the course of the 60-
day epi sode.

Comment: A commenter urged us to revise the services
utilization scoring of OASIS item M)170 because a patient
comng fromthe comunity is simlar in resource need to one
com ng froma rehabilitation hospital or SNF, but they have
different scores on the services utilization category.

Response: We have not revised the scoring of M)170
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because the conmbination of scoring for M)170, lines 1, 2, and
3, allows for differentiation between SNF or rehabilitation
patients with and w thout hospital discharge. This
distinction is inportant in case-m x system groupi ng.

Comment: Commenters al so indicated concern about the
accuracy of reporting on the OASIS for the preadm ssion
| ocati on.

Response: We agree that assessing clinicians may have
difficulty in some instances obtaining accurate data on the
type of institution and the dates of discharge. The fact that
the severity levels in the services utilization dinmension are
neutral with respect to nost pre-adm ssion | ocation scenarios
partially mtigates this concern. Assessing clinicians would
be well -advised to confirminformation with nultiple sources
(for example, the patient, famly, referring physician, |ocal
hospital) to ensure its accuracy. The clinician may al so ask
to see the patient’s discharge instructions. Virtually al
institutional stays that require ascertai nnent for case-m x
pur poses are covered by Medicare. The National Clainms History
and ot her data bases eventually record these events,
potentially affording Medicare' s fiscal internediaries
opportunities for reviewing case-m x accuracy on a post-pay

basis. We will instruct the fiscal internediaries to take
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into consideration the chall enges faced by agencies in
accurately reporting the preadm ssion |location, and fornul ate
review policies accordingly.

Comment: A commenter expressed concern that preadm ssion
| ocation variables are a matter of timng for a service rather
t han a nmeasure of acuity. The commenter questioned why a SNF
di scharge 16 days before would differ fromone 14 days before
home heal th adm ssi on.

Response: The preadm ssion |ocation item M)170 was
originally included in OASIS as one of many vari abl es usef ul
for risk adjusting outcome measures. A recent institutional
stay (discharge within two weeks) continues to be a frequent
event preceding honme care. The two-week definition is
unanmbi guous, and has proven statistical inpact in both a case-
m x and outconmes research context. Using a |onger recal
peri od would present neasurenment problens and woul d be | ess
hel pful in explaining resource use.

Comment: A comenter stated that the OASIS item on prior
| ocation (MD170) creates an artificial distinction between
patients who received care in a rehabilitation wing of an
acute care hospital and patients who received care in a
rehabilitation facility.

Response: OASIS instructions define a rehabilitation
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facility as a freestanding rehabilitation hospital or a
rehabilitation distinct part unit of a general acute care
hospital. Therefore, a rehabilitation wing (that is, distinct
part unit) is included in the OASIS rehabilitation facility
definition.

Comment: A commenter stated that the | anguage regarding
nursing facilities was inconsistent between Table 7 in the
proposed rule and OASIS. A related comment suggested that we
clarify the response categories in OASIS item nunber MO170 to
di stinguish between stays in skilled nursing facilities and
extended care facilities.

Response: We are revising the OASIS MOL70 response
categories to allow separate reporting of skilled nursing
facility discharges within the previous 14 days. This change
wi Il resolve the inconsistency.

Comment: A commenter requested clarification of Case 1
in the proposed rule (page 58179) and asked whet her the case
information or Table 7 is correct.

Response: We apol ogize for this error in the case
description. The Service Dinension should have read “Service

Domai n=4 (therapy nore than 8 hours).”
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Comment: A commenter stated that there should be nuch
| ess enphasis on where the patient is |ocated and nore on the
patient’s clinical needs.

Response: We included preadm ssion |ocation information
in the services utilization dinension because it has
traditionally been associated with variation in hone care
services utilization, and in our case-m x research it hel ped
to explain variation in home care resource use. W do not
bel i eve the case-n x system pl aces excessi ve enphasis on this
type of predictor variable. Cinical needs are addressed in
the clinical dinmension.

! Variables nmeasuring therapy utilization in the
services utilization dinmension:

To ensure that patients who require therapy would
mai ntain their access to appropriate services under the HHA
prospective paynent system in the proposed rule we grouped
patients according to their therapy utilization status.
Specifically, we defined a therapy threshold of at |east eight
hours of conbined physical, speech, or occupational therapy
over the 60-day episode, to identify high therapy cases. W
proposed a threshold of eight hours of therapy based on
clinical judgnment about the |evel of therapy that reflects a

cl ear need for rehabilitation services and that would
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reasonably be expected to result in meaningful treatment over
t he course of 60 days. Subsequently, further devel opnment and
refinement of the Abt case-m x nodel assuned this threshold as
part of the grouper |ogic.

The 15-m nute-increnment billing requirenment in principle
allows the RHHI paynent systemto verify the case- m x therapy
threshold. However, there is uncertainty about the
conpl eteness and accuracy of the 15-m nute reporting. This
|l ed us to propose that, pending resolution of this issue, the
t herapy threshold be expressed in a defined nunber of visits.
Returning to the resource use data of the Abt study, we
determ ned that on average a therapy visit |asted
approximately 48 mnutes. This inplies that on average ei ght
hours of therapy woul d be exhausted in 10 visits.

Comment: Several commenters urged us to change the
conversion to eight visits to be consistent with current cost
reporting and sal ary equi val ency practice equating one visit
to one hour. Commenters suggested that, w thout such a
change, the proposal effectively reduces therapy paynents.
Sonme commenters argued that a conversion to eight visits (or
fewer--other commenters proposed six visits and four visits)
woul d conpensate for excluding tine spent on a case outside of

the home fromthe cal cul ati on of resource cost in the Abt
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study. In addition, commenters pointed out that sone patients
wi || achieve eight or nore hours in fewer than 10 visits, so
HCFA shoul d recogni ze that the therapy threshold has been net
as soon as the eight hours are achieved.

Response: We see no reason to associ ate the cost
reporting and sal ary equi val ency practices with the
i ndependent, congressionally nmandated 15-m nute-increnment
reporting requirenment. The origin of this requirenment was
Congress’s intent that adequate data be avail able to both
devel op and refine the HHA prospective paynent system W see
these data potentially as key resources for inproving the
case-m x systemin the future. Upon linking the clains with
the OASI S assessnments, a data resource conparable to the Abt
case-m x study data will be available for research purposes.
This resource prom ses to i nprove upon the Abt data by virtue
of the large sanple sizes it would provide. Many suggestions
fromcomenters for inprovenents that need study can be
pursued once these data are assenbled. We believe there are
advantages to the continued gathering of 15-minute billing
information. W urge hone health agencies to continue their
diligent collection of these data so that eventually the
t herapy threshold can be used as originally defined--in terns

of tinme spent in the home, not visits.
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The PPS pricer devel oped for the first year of PPS will
determ ne the case-m x adj ustnent based on the 10-visit
t hreshol d wi thout consideration of the 15-m nute-increnent
billing data on the claim Upon analysis of national clains
data under PPS, we will determ ne whether the pricer should be
changed to take into account information fromthe 15-m nute-
increment reporting. W are concerned that counting visits
rather than hours to satisfy the therapy threshold in the
case-m x groupi ngs could becone a source of potential abuse.
Therefore, if we identify providers whose therapy visits are
systematically and significantly shorter than the 48-m nute
standard, yet neet the 10-visit threshold, we wll exam ne
such cases and reduce the case-m x assignnent if evidence
docunments that therapy hours were well bel ow the 8-hour
t hr eshol d.

The commenters’ suggestion that we conpensate for
excluded tinme spent outside the home by adopting a | ower
t herapy threshold does not resolve a significant issue that
requires further study. The comenters’ proposal can result
in dimnished paynent accuracy, because the relative weights
are based on groups defined fromthe 8-hour threshold. If,
over time, the conposition of the therapy groups shifts to

| ower -cost patients, the relative weights would need to be
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adj usted accordingly.

If we adopted a | ower therapy threshold or a graduated
threshol d, as some comenters suggested, we believe the result
woul d be an increase in the incentive to maxi m ze paynent by
mani pul ating the delivery of therapy. Coments proposing that
Medi care prorate the therapy factor in transfer or in cases
where the therapy utilization is spread over nore than one
epi sode, present problenms for this reason as well. The
comment suggesting that the therapy factor be prorated when
utilization is spread over nore than one epi sode appears to
reflect a m sunderstanding of our intent to have the therapy
t hreshol d, as applied within the 60-day episode, target
patients with significant therapy needs. The rationale for
recogni zing a therapy utilization factor is to ensure that
agencies will be adequately conpensated for delivering this
hi gh- cost service, thus preserving access for patients with
therapy needs. It is the same rationale that underlies case-
m x adjustnment itself. Paynment weights for groups containing
patients whose therapy utilization is spread over nultiple
epi sodes reflect the reduced resource costs of these patients
per each 60-day episode. As discussed previously, in a PEP
situation (for exanple, a transfer), the therapy threshold is

separately nmeasured for the proportional episode and the new
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epi sode resulting fromthe beneficiary elected transfer. In
the SCIC situation, the therapy threshold applies to the total
therapy visits provided to the beneficiary during the episode
both before and after the significant change in condition
occurr ed.

Furt her suggestions that skilled nursing time as well as
aide tinme be neasured and treated the sanme as therapy hours
woul d al so seemto reinforce these undesirable incentives, as
skilled nursing visits make up the single |argest discipline
category in honme health care, and aide visits the second
| argest, with both far outweighing therapy visits.

Comment: Several commenters questioned the decision to
use a therapy threshold in the case-m x adjustnent system

Response: We recognize that, as we indicated in the
proposed rule, using a utilization variable such as the
t herapy measure is susceptible to manipul ation. However,
currently our best available data requires us to rely in part
on the therapy nmeasure. Wthout it, we cannot achieve the
preferred | evel of paynment accuracy, notwithstanding its
potential susceptibility to manipulation. W note that the
case-m x system for honme health is simlar to the other mgjor
Medi care case-m x systens, in that these others al so use

measures of treatnent planned or received. We will continue
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to review the use of a utilization variable in this system
over the long term

Comrent: We received several suggestions from comenters
t hat ampbunted to changing the group assignnment for certain
types of patients so that the paynment weights for these
patients would be conparable to or even hi gher than the
exi sting therapy-group wei ghts. For exanple, one suggestion
was to award points to the services utilization di mensi on when
the patient is assessed at the highest |level of the clinical
and functional dinensions. Another suggestion was to add
points to the services utilization dinmension when the patient
is a user of nmultiple therapies, perhaps by defining a fifth
severity level within the services utilization dinmension.

Response: We appreciate these comments as they will aid
us as we further refine the case-m x nodel. At this tine,
however, it is not clear that such changes woul d provide a
sati sfactory remedy for the problens the comenters have
raised. |In deciding on the basic structural characteristics
of the case-m x system we had to bal ance clinica
acceptability, conplexity, and technical issues, such as the
feasibility of estimating paynment weights from varying group
sanpl e sizes. Thus, suggestions that inply a | arger nunber of

groups nmust be evaluated in terns of their potential to inpact
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t he accuracy of the paynent weights, the system s clinical

|l ogic add to, not lessen, the conplexity of adm nistering the
system Any groupi ng changes potentially affect the entire
array of paynment wei ghts because they are relative val ues.

Coment: One commenter stated that it will be very
difficult for agencies to conply with the requirenmnent to
project the number of therapy hours at the start of care,
because physicians’ orders in the plan of care do not
typically indicate the nunber of anticipated therapy hours or
Vi sits.

Response: The Honme Health Certification and Pl an of Care
(HCFA 485) requires the physician orders to specify the
amount, frequency, and duration for disciplines and
treatnments. We expect agencies to nmake the projection from
t hese orders.

Comment: A commenter sought confirmation that the
reconciliation of projected therapy use with actual therapy
services furnished during the 60-day episode has the potenti al
to either decrease or increase final paynent.

Response: The commenter is correct. The final paynent
may i ncrease or decrease in response to a difference between
the therapy projected at the start of care and the therapy

received by the patient by the end of the 60-day episode.
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Coment: A comenter stated that the Phase Il per-
epi sode prospective paynent denonstration research indicated
barriers to occupational therapy (OT) services under PPS. The
comment er recommended that we consider a nore
interdisciplinary approach to OASIS so occupati onal therapy
woul d not be underutilized.

Response: The therapy threshold in the case-m x adjuster
is based on all three therapy disciplines conbined. The design
of the denonstration did not include a case-m x adjuster with
a therapy threshold of any sort. |t does not necessarily
follow that the national PPS would introduce a barrier to OT
servi ces.

Comrent: A comenter recommended that therapists should
assess the patient’s functional status to minimze errors in
measurenent. In addition, the conmenter believes nonitoring
wi |l be needed to prevent paynent incentives fromdistorting
functional assessment neasurenents.

Response: W expect that agencies will neasure
functional status as accurately as possible, consistent with
incentives for efficiency in the prospective paynment system
We have no authority to mandate functional status assessnment
by a particular discipline. W agree that nedical review

activities should include review of functional assessnent
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results.

Coment: A commenter stated that, as a result of the
t herapy threshold, the case-m x systemw || divert utilization
of the hone health benefit away fromthe frail elderly and in
favor of the short-term patient.

Response: It is not our intention to change access under
the home health benefit through a case-m x adj usted
prospective paynent system Moreover, the paynent for
continuous 60-day episodes of care under PPS will be nore
conducive to the care of |onger stay patients than the current
interimpaynment system We expect that evaluations of the
systenm's inpact will study the question raised by this
coment er.

Comment: A comenter recommended standardi zi ng therapy
visits in hours or 15-minute increments to neet the current
statutory requirenents of section 4603 of the BBA that specify
that home health visits are reported in 15-m nute increnments.

Response: We have not accepted this recommendation. W
believe this would restrict agencies’ ability to manage care
efficiently.

Comment: One commenter was concerned about the high
relative paynment wei ght associated with therapy-threshold

case-m x groups, and because of this concern, questioned
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whet her the Abt Associ ates sanple was representative of
agencies in the industry offering therapy prograns.

Response: The Abt Associates sanple used to devel op the
case-m x groups was selected to be representative of national
service delivery patterns. The 90 participating agencies were
selected fromall four census regions of the country, from
anmong different ownership categories (freestanding for-profit,
freestandi ng voluntary/private nonprofit; hospital-based; and
governnment), from both urban and rural areas, and from anong
agencies with high, nmedium or |ow practice patterns (as
measured by the nunber of visits per-episode in 1995). As we
note el sewhere in this rule, in our subsequent analysis of
OASI S data and utilization data for the nation as a whole, we
have found that these agencies on average appear to resenble
the nation closely. W have no reason to believe that their
t herapy service delivery is unusual and would result in an
i naccurate relative weight for therapy-threshold cases.

I Wound care patients:

Coment: Many commenters argued that services for nmany
wound patients woul d be inadequately reinmbursed under the
proposed case-m x system One often cited reason was the high
cost of wound supplies for sone patients. Sone comenters

recomended t hat wound supplies costs should be directly
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rei mbursed, rather than being bundled into the episode
paynment .

Response: We have not adopted this recomendati on. W
have no statutory authority to unbundle the wound supplies
costs. All supplies costs are now in the base costs used in
determ ning the paynent anpbunt. As we note in our response to
comments on omi ssion of time spent outside the home fromthe
cal cul ati on of resource costs, the current systemof relative
wei ghts assunmes that the omtted costs are directly
proportional to tinme spent in the home. W w |l consider
met hods for testing this assunption, including the inpact on
wound care reinbursenent. Case-m x nodel revisions, adopted
in response to comments concerning wound care patients, have
resulted in increased paynents for wound care patients. These
are described below and in the section on changes to the case-
m x nodel .

Comment: Several commenters noted that the clinica
di mensi on does not address wounds fromtraum.

Response: In response to this comment, we have added a
variable to identify trauma and burn patients who have wounds.
This variable is now included in the clinical dinmension. If a
patient has a primary di agnosis of trauma or burns and OASI S

item MD440 indicates that there is a wound, the clinical score
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is increased by 21 points.

Comment: A commenter recommended that the scoring for
pressure ulcers in the clinical dinension should take into
account their nunber, size, condition, or conplexity.

Response: The clinical dinmension in the proposed rule
took into account the stage of the nost problematic observable
pressure ulcer, if any. OASIS does not record the size of
pressure ulcers. The assessnment covers the nunmber of pressure
ul cers at each stage. The status of the nobst problemtic
observabl e pressure ulcer is also reported. These stage and
status measures are intended to neasure the condition and
conplexity of the pressure ul cers.

I n accordance with the comments on pressure ulcers, we
re-exam ned the inpact of the pressure ulcer stage and status
vari abl es, and the nunber of pressure ulcers by stage, in the
Abt data. We analyzed a newy avail able | arger |earning
sanple of 11,503 episodes. As a result of these anal yses, we
identified a statistically significant score to add to the
clinical dinmension score if the nunber of pressure ulcers at
stage three or four is two or nore. This variable is now
included in addition to the original variable nmeasuring the
stage of the nost problematic pressure ulcer. It adds 17

points to the clinical score. As in our earlier
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i nvestigations, the status of the nost problematic observable
pressure ulcer did not contribute significantly to the nodel
after the other variables were included. As we continue to
study revisions to OASIS, we wi |l consider including

addi tional data on such factors as the size of pressure

ul cers.

Comment: Several commenters indicated that wound
vari abl es should be nore detailed to provide better
rei moursenent for wound patients who score |ow on the clinical
di mensi on but nevertheless incur high costs. For exanple, a
comenter stated that if a stasis ulcer status is
early/partial granulation, no points are given, but this does
not make sense if the goal is to heal the wound. Another
comment er recommended that early/partially granulating stasis
ul cers should be given 24 points to make the case-m x system s
treatment of stasis ulcers consistent with its treatnent of
sur gi cal wounds.

Response: In addition to anal yses on pressure ulcers
(descri bed above), we re-exam ned the definition of the case-
m x variables for the status of stasis ulcers and surgi cal
wounds. We used the newly available |larger |earning sanple of
11,503 episodes. As a result, we have identified separate

score values to add to the clinical dinmension for
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early/partial granulation. These scores are 14 and 7 for the
early/partially granul ating nost problematic stasis ulcer and
early/partially granul ati ng nost problematic surgical wound,
respectively. Revised scores for the npost problematic
nonheal i ng stasis ulcer and nost problematic nonhealing
surgi cal wound are 22 and 15, respectively.

In further attenpts to nore accurately nmeasure the
severity of wound patients, we investigated interactions
bet ween wound severity and several conorbidities (for exanple,
di abetes) and immbility, but statistical results generally
did not support including such interactions as additional
score-bearing variables. In future work refining the case-m X
nodel , we plan to use national clains and OASIS data to
continue investigating conorbidities. Agencies could assist
such efforts by reporting diagnosis codes on OASIS at the
conplete four-digit or five-digit |level, as recommended by the
of ficial coding guidelines.

Comment: One commenter reasoned that costly wound
patients, especially severe pressure ulcer patients, often may
receive additional points in the clinical dinmension for other
probl ens (for exanple, diabetes or vision problens), but there
is no recognition in the case-m x systemfor a sum of clinical

poi nts exceeding 27. In a simlar vein, another comenter
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recommended creating a fifth severity level in the clinical
di mrension to increase paynents for severe wound patients.

Response: In addition to refining nmeasures for pressure
ul cers, stasis ulcers, and surgical wounds, in a further
effort to inprove paynent accuracy for wound patients, we have
revised the case-m x system by re-defining the clinical
severity score intervals. The revised score intervals are as
follows: mniml severity: O0-7; |low severity: 8-19;
noderate severity: 20-40; high severity: 41+. The relative
frequencies in the Abt sanple for the revised clinical
severity levels are 30 percent, 36 percent, 28 percent, and 6
percent, for mnimal, |ow, noderate, and high clinical
severity, respectively. (In the proposed rule, the
correspondi ng percentages were 30 percent, 30 percent, 23
percent, 17 percent) This change has generally resulted in
hi gher case-m x relative weights for the case- m x groups
i nvol vi ng noderate and high clinical severity. It has also
resulted in a wi der range of weights for therapy-threshold
case-m x groups and non-therapy-threshold case-m x groups. W
have not added a fifth level of clinical severity. Gven the
array of the clinical scores in the sanple, the anmount of
sanpl e data avail able, and our objective of adm nistrative

feasibility, at this time we believe that four clinical
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severity levels is an appropriate structure for the case-n x
nodel .

Comrent: In comrenting on the status of wound care
patients under the case-m x system several comenters
specifically stated that services for daily care wound
patients would be inadequately reinbursed under the proposed
rule. Some comenters recomended that we add a variable to
the services utilization dinmension that recognizes skilled
nursi ng hours, anal ogous to our use of therapy hours in the
services utilization score. They suggested that this would be
a way to renmedy inadequate paynent for daily wound care
patients while recognizing the skilled wound treatnents that
contribute to their higher costs.

Response: The wound care patient nust be deenmed eligible
for the Medicare Home Health Benefit which dictates that the
skilled nursing care be provided on an “intermttent” basis,
as required by sections 1814 (a)(2)(C) and 1835(a)(2)(A). The
“intermttent” skilled care provided nust be either provided
or needed on fewer than 7 days each week or less than 8 hours
of each day for periods of 21 days or less (wth extensions in
exceptional circunmstances when the need for additional care is
finite and predictable). The need for skilled nursing care

for a wound care patient on a continuing basis is contingent
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upon evi dence docunented in the patient’s record that the
wound is inproving in response to the wound care provided. It
is neither reasonable nor nedically necessary to continue a
gi ven type of wound care if evidence of wound i nprovenent
cannot be shown.

For the followi ng reasons, we are not accepting the
recommendati on that skilled nursing hours be treated
conparably with therapy hours in order to address the needs of
costly wound care patients. First, as described previously
concerni ng changes to the case-m x system we have mde
additions and nodifications to the clinical dinmension in an
attenpt to better capture variations in clinical severity
associated with wound care patients. Second, we are concerned
t hat adopting an additional utilization-based neasure strongly
conprom ses the intention of hone health paynment reformto
move away from a cost-based system Finally, we are also
concerned that in some instances extended wound care episodes
may reflect inattention to the statutory eligibility
requi rement regarding “finite and predictable” need, and to
our policy that continuing wound care nust be efficacious. W
wll, however, continue review ng the OASI S wound neasures and
the case-m x system s ability to adequately reflect the needs

of wound care patients.
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' Daily insulin injection patients

Comment: Many commenters identified diabetic patients
requiring daily insulin injection as a group simlar to daily
wound care patients in ternms of their extraordinary costs.
They maintained that such patients m ght experience access
barriers because the case-m x system does not account for
their extraordinary care needs. They further indicated that
t he proposed outlier paynent nethodol ogy woul d not necessarily
result in paynents adequate to conpensate agencies for the
cost of these patients.

Response: The OASI S does not provide information
all owi ng accurate identification of these diabetic patients.
Daily insulin patients appear to be a heterogeneous group,
sonme of whom can be taught self-injection. There are no
vari abl es on the OASIS assessnent that clearly distinguish
such patients fromothers unable or unwilling to self-inject.
As the outlier paynent is intended to conpensate for
difficulties in case-m x neasures, we have determ ned that
daily insulin injection patients are |ikely candi dates for
outlier paynents. W assune that daily injection visits tend
to be lowcost visits, so it is likely that outlier paynents

wi ||l be adequate for many daily insulin patients.
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€ Diagnoses included and excluded fromthe clinica
di mensi on

Comrent: The case-m x system di scussed in the proposed
rul e recogni zed three diagnostic categories in the clinical
di nrension. These were certain orthopedi c and neurol ogi cal
di agnoses, and di abetes. Di agnoses in these groups are
assigned a score to help determ ne the patient’s clinical
di mension total score when the di agnoses appear in the OASIS
primary home care diagnosis field (M)230A). A comenter
suggested that we classify all diagnoses. Oher comenters
stated that the three categories proposed do not include all
hi gh-acuity di agnoses.

Response: Fromour work with the Abt Associ ates sanpl e,
we concluded that a conplete classification of all diagnoses
woul d not necessarily make the case-m x system appreciably
nore accurate, but it would make the grouping system nore
conplex. In developing the clinical dinmension, we studied the
effect of placing every patient in one of several defined
groups of diagnoses (such as orthopedic,
cardi ovascul ar/ pul nonary, psychiatric). W investigated how
this classification contributed to explaining resource use in
home care. The three groups in the proposed rule stood out as

accounting for significantly higher costs on average than
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ot her groups we defined. Adding the other groups to the nodel
did not appreciably raise the explanatory power of the case-
m x adjuster. Consequently, we believe that restricting
recognition in the clinical dinension to the orthopedic,
neur ol ogi cal, and di abetes groups bal ances our paynent policy
obj ectives of paynent accuracy and adm nistrative feasibility.
We have not added any di agnoses to these three groups
published in the proposed rule. However, we have added a
variable to identify certain wound patients. This variable
uses sel ected di agnoses codes fromthe primary diagnosis
(OASIS item MD230, line a). W added this new variable to
respond to coments we received about wound patients.

We are continuing to study a variation of the case-m x
system t hat recogni zes nore di agnostic groups, but it would be
a nore conplicated systemwith a substantially |arger nunber
of groups. We would require any such systemto explain
significantly nore variation in resource cost than does the
current nodel, in order to justify the added adm nistrative
conpl exity.

Currently, the OASIS instructions do not require conplete
four-digit and five-digit coding of the primry and secondary
hone care di agnoses. Three-digit coding of the category code

is allowed, although agencies may voluntarily report conplete
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four and five-digit coding. 1In the interests of future case-
mx refinement, we will consider requiring that all agencies
report the conplete code. Such a requirenment would conform
OASIS with existing coding guidelines in the Medicare program
and nationally.

Comment: One commenter pointed out that we did not I|ist
all diagnoses in the three groups in the clinical dinension,
and requested confirmation that this was an error.

Response: The list of code categories presented in the
proposed rule was conplete. W omtted certain code
cat egories based on clinical judgnent and know edge of coding
practices in the community. W believe that including these
codes woul d reduce the explanatory power of the nodel, because
they are likely to consist of heterogeneous or | ow cost cases.
When we exam ned the resource cost of orthopedic di agnoses
omtted fromthe orthopedic group, we found indications that
confirmed our decision.

Comment: Several commenters indicated that they believed
the list should not exclude conmon di agnoses.

Response: Sone of the diagnoses cited by commenters are
frequently encountered in home care. 1t was not our objective
to identify common di agnoses, but to pinpoint conditions that

were associated with variations in resource cost. Some conmon
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di agnoses are associated with wi dely varying needs for hone
care services, which would tend to make t hem poor predictors
statistically.

Comment: Some commenters suggested that the case-m x
system recogni ze certain diagnoses in addition to those
listed. Several comenters nmentioned cardiac, respiratory,
cardi opul nronary, and “other circulatory” di agnoses.

Response: As noted previously, cardiac, vascular, and
respiratory di agnoses were a category studied during
devel opnent of the clinical dinension, but the category did
not denmonstrate a contribution to the nodel sufficient to
justify its inclusion, after we accounted for existing
el ements such as dyspnea and wound problens. We will continue
to study this group of diagnoses.

Comrent: We received various coments suggesting that we
shoul d have included psychiatric, nmental health, or behavioral
di agnoses. A commenter stated that three points for nmental
health conditions is inadequate, citing the additional
credentials Medicare requires for psychiatric nurses as a
reason for higher costs of psychiatric patients. Another
comrenter noted that depression, comon anong many el derly
patients with health problens, negatively affects response to

treatment. One commenter suggested the addition of “780
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(alteration of consciousness)”, in order to ensure access for
psychiatric patients.

Response: In the clinical dinension, we included MX610
on behavi oral problens to capture both cognitive and
behavioral factors affecting resource cost. |f the assessing
clinician checks one or nore of the response categories, three
points are added to the clinical dinmension. During case-m X
system devel opnent, we exam ned di agnoses and various OASI S
assessnment itens relating to nental health, sensory, and
cognitive status. Specific to nental health, we | ooked at the
rel ationship between honme health resource use and nental
heal t h di agnoses (psychoses, drug psychoses, and neurotic
di sorders). We found that this group of conditions did not
greatly contribute to explaining variation in resource use in
home care after including functional, clinical, and service
factors in the case-m x nodel.

However, we do not interpret our statistical results as
necessarily indicating that nental health issues are
uni mportant in hone care. One reason our statistical findings
do not support including further information specific to
mental health status is that the remaining functional and
service factors in the case-m x system al ready capture the

costliness of these patients. Thus, the inpact of behavi oral
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health issues is being recognized in factors other than

di agnosi s-specific elenments. Oher possible reasons for our
statistical findings may stemfromthe extreme inpairnment of
many psychiatric patients, which can | ead to periods of
institutional care and extensive informal support in the hone.
Such factors may tend to reduce the nmeasured resource cost.

In future review of the case-m x system we will continue
to study case-m x neasures for nental health patients.

Coment: A few commenters suggested that we include
cancer diagnoses in the |ist of diagnoses for clinical
di mensi on scori ng.

Response: Several cancer diagnosis code categories
appear in the orthopedic and neurological lists used in the
case-m x nodel. W found no evidence during case-m X
devel opment activities that cancer diagnoses should be a
separate group in the clinical dinmension. W believe that
part of the reason is that care needs for certain cancer
patients (for exanple, functional assistance, wound care, pain
managenent) are already accounted for in the case-m x nodel
Therefore, we have not added any nore cancer diagnoses to the
final regul ation.

Comment: A comenter suggested that we include term nal

cancer patients as a diagnosis group. Another comrenter
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stated that end-stage cardiac/respiratory di sease cases should
be incl uded.

Response: We have not added term nal cancer patients or
end-stage cardiac/respiratory cases as a special diagnostic
category. There are no OASIS itens directly identifying these
cases. |In developing the case-m x nodel, we consi dered
including OASIS itens assessing overall prognosis and life
expectancy, which potentially have a use in identifying
term nal cancer patients. However, we concluded that these
itens are inappropriate elenments for paynent policy because of
their inherent subjectivity and vulnerability to gam ng.

Mor eover, statistical analyses have suggested the life
expectancy item has poor scientific reliability.

Comment: A commenter suggested that we add category code
438, “late effects of cerebrovascul ar disease”, to the |ist of
neur ol ogi cal di agnostic categories because it is extrenely
common in home care and is the correct code assi gnnent
followi ng hospitalization for an acute cerebrovascul ar
acci dent (codes 434 and 436). The comenter added that we
shoul d del ete codes 434 and 436 because codi ng gui delines
reserve them for hospital coding.

Response: W have not adopted this suggestion. Codes

434 and 436 are being used in hone care, notw thstanding the
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coding guidelines. In the Abt case-m x data, episodes coded
with 436 are about nine tinmes as conmmon as epi sodes coded with
438. Code 434 is also used, but appears only about one-third
as often as 438. The definition of 438 enconpasses sequel ae
whose | ags may be of any length. For this reason, we believe
that including 438 presents significant risks of inappropriate
payment. We will continue to exam ne the applicability of
code 438 in future work.

Coment: A few commenters suggested that we include
joint replacenent diagnoses in the orthopedic diagnosis group.

Response: Joint replacenent diagnoses are V-codes, which
are not used on the OASIS assessnent. Therefore, we did not
study or specify including such codes in the case-m x system
However, care needs of many joint replacenent patients are
addressed in the therapy-threshold variable of the services
utilization dinmension and in the functional dinmension. In
setting the therapy threshold, based primarily on clinical
judgnent, we had in mnd the treatnment needs of the many j oi nt
repl acenent patients covered by the Medicare home health
benefit.

Comrent: Several comrenters requested clarification
about the om ssion of certain orthopedi c diagnosis codes from

the orthopedic group. These conprised 715 (osteoarthrosis and
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allied disorders), 719 (other and unspecified disorders of
joint), 726 (peripheral enthesopathies and allied syndrones),
727 (other disorders of synovium tendon and bursa), and 729
(other disorders of soft tissues).

Response: The exclusion of these diagnoses was
intentional, based on clinical judgnent that they are often
reflective of |ow case severity, and therefore unsuitable for
t he purposes of the groups defined in the proposed rule.
Statistical information supports this judgnment. |In the Abt
data, the average resource cost of the omtted di agnoses was
85 percent of the average resource cost of the included
di agnoses, an indication that the excluded codes’ cost i npact
is significantly lower. W also found statistical evidence
t hat including these code categories in the current orthopedic
di agnosi s group does not inmprove, and may slightly reduce, the
predi ctive value of the diagnosis groups included in the
clinical dinmension.

Comment: A comenter recommended that we add category
code 733, “other disorders of bone and cartilage”, to the
ort hopedi ¢ group because this category includes pathol ogical
fractures. The commenter added that requiring greater
specificity in code assignnent, beyond the three-digit
category code, would allow inclusion of the pathol ogical

fracture codes w thout inclusion of other diagnoses in
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cat egory 733.

Response: We disagree. W did not add 733 because the
range of severity in this category may be very wi de. For
exanple, this code category includes osteoporosis, a very
conmmon condition in the elderly population. On the other
hand, 733 al so contains aseptic necrosis of bones, and aseptic
necrosis of the fenoral head is an indication for hip joint
replacenent. W thout nore information about the specific
frequency of diagnoses, we expect that the osteoporosis cases
woul d be nmuch nore common. We believe that adding this
category code to the orthopedic group increases the risks of
i nappropriate paynent. We will continue to study the excluded
di agnosis codes. W agree that greater specificity in coding
could solve this problem Agencies can assist our efforts to
devel op i nformati on about the useful ness of specific codes in
case-m x nodels by reporting diagnoses at the conplete
four-digit and five-digit code |evel.

Comment: One commenter suggested that we add di agnosis
code category 707 (chronic ulcers) to the orthopedic category
because these patients may present high costs for such
services as debridenment and dressing changes.

Response: The orthopedic group is not an appropriate
pl acement for this code. However, as noted el sewhere in this

rul e, we have added assessnent itens to the clinical dinension
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in an attenpt to strengthen the case-m x neasurenent for wound
patients.

Comment: A commenter stated that we should include the
di agnosi s severity index on OASIS in the clinical dinmension
scoring.

Response: We did not include this assessnment item
because we believe its inherent subjectivity and vul nerability
to gamng make it unsuitable for use in the case-m x nodel .
Prelim nary statistical analysis suggests the scientific
reliability of the index is |ow for orthopedic and
neur ol ogi cal di agnoses.

Comment: One commenter stated that the categories
included in the diagnosis groups were unrealistic and
unrel ated to the need for home care services in an elderly
popul ati on.

Response: Qur statistical information indicates
otherwi se. The statistical results are shown in Abt
Associ ates, Second Interim Report, Septenmber 24, 1999,
Appendi x H.  They indicate that the increnmental cost
associ ated with each of the diagnosis groups is |arge and
highly statistically significant.

Comment: We received various general and specific
comment s suggesting the use of secondary or nultiple diagnoses

in the clinical dinmension. Some commenters stated that
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conorbidities are inportant in determ ning patient needs, and
t herefore they should be recognized in the case- m x system
A comment er suggested that, to inprove the accuracy of the
clinical dinmension score, patients with nultiple diagnoses
fromthe existing groups should be credited with additional
points in their clinical dinmension neasurenent. One conmmenter
suggested considering the first three diagnoses in order of
i nportance. A couple of comenters nentioned di abetes as a
secondary di agnosis that nmay appear in conjunction wi th wound
care as a primary diagnosis, a situation that, if accounted
for in scoring, mght inprove paynment accuracy.

Response: Although we agree that nultiple diagnoses and
conorbidities warrant consideration, we have not used any of
t hese suggesti ons because data and tinme constraints do not
al l ow adequate eval uation of their contribution and inpact on
resource cost. To conduct an orderly exploration of the
i npact on case-m x nmeasurenent, and to assign a valid score in
such cases, would require nore observations than the Abt data
set contains. W did test the inpact of diabetes on severe
wound patients, but the results suggested that sone of the
nost severe wound patients woul d be paid inappropriately if
the clinical score was increased. Further analysis of these
suggestions to fully understand the inplications can be

undertaken with appropriate resources. W intend to use
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national clains data linked to OASIS to investigate nultiple
di agnoses/ conorbidity issues in future case-m x anal yses. W
bel i eve that such an effort would be significantly aided by
conplete four-digit and five-digit diagnosis coding on the
OASI S record.

Comment: Comenters suggested that we credit the points
published in the proposed rule for the neurol ogical,
orthopedi c, or diabetes groups to the patient’s clinical
di mensi on score whether the diagnosis is primary or secondary.

Response: We believe such suggestions should be tested
enpirically to derive an appropriate score as there is nore
t han one way to inplenent this suggestion. These are subjects
for study when | arger data resources becone avail abl e.

Comment: Two commenters stated that the adjuster’s use
of a limted number of diagnosis groups will lead to nore
codi ng of the specified diagnoses as the primary di agnosis,
distorting national data that would be used to nake
refinenments of the system

Response: We believe such practices would be
count er productive. Paynent-notivated coding can eventually
| ower the predictive ability of a case-m x nmeasure, and result
in less differentiation anong case-m x groups. We wil|
continue to exam ne the accuracy of the case-m x nodel and the

reliability of the data used for determ ning paynents. |If



158
necessary, we would adjust the case-m x weights in response to
t hose studies. As stated in the proposed rule, we intend to
revise the case-m x weights over tinme to adjust for changes in
pati ent popul ation, actual changes in hone health care
practice patterns, and changes in the coding or classification
of patients that do not reflect real changes in case-m x.

Comrent: A comenter expressed concern that the quality
of the diagnosis codes reported for honme care are of such poor
quality that they would be of no value in the devel opment of
t he prospective paynment system

Response: We recognize the comenter’s position, but we
bel i eve di agnoses are still useful in devel oping a case-m x
nodel . The three diagnosis code categories in the nodel are
t he strongest contributors of all the diagnosis groups we
defined in conducting our analyses on the Abt sample. We wil]l
continue to study the useful ness of diagnoses, and believe
t hat agenci es can assist our efforts by reporting diagnoses at
the conplete four-digit and five-digit code |evel.

Comment: One commenter urged us to clearly define
“primary honme care diagnosis” to prevent inappropriate
upcodi ng.

Response: The OASIS i npl enent ati on manual suggests
strategies for the assessor to use in identifying the

di agnoses for the diagnosis reporting itens (M)230 and M)240).
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There is no specific guidance on differentiating the primary
from secondary di agnoses. However, a definition for the
primary di agnosis on the physician certification and plan of
care (HCFA form 485) is discussed in the Medicare Home Health
Agency Manual. We believe agencies are very famliar with the
instructions in the Manual. The diagnosis guidance in the
Manual is consistent with the |anguage used in the OASIS
instructions. (One difference, however, is that the Mnual
al l ows V-codes and the OASIS does not.) Nonethel ess, we agree
that it m ght be desirable to expand the instructions on the
OASIS in the future. W will consider this in nodifications
to the OASIS form

Comment: One commenter stated that the OASIS di agnhosis
reporting requirenent that allows only three-digit |1CD9-CM
category codes to be reported has a severe adverse inpact on
clinical severity data and, thus, adversely inpacts the design
of the home health classification system The comrenter noted
that this practice violates official coding guidelines.

Response: We agree that a lack of specificity in code
assi gnnent somewhat di m ni shes accurate case-nm x devel opnent
and ascertainnent. To help rectify the situation, we urge
agencies to voluntarily code to the conplete four-digit or
five-digit code |evel.

Comment: A commenter expressed concern that the OASI S
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reporting requirenents do not allow V-codes, in contrast to

of ficial coding guidelines approved by HCFA whi ch accept V-
codes as potentially the nost appropriate codes in sonme
circunstances in the honme health setting. The commenter cited
the distinction between acute fracture codes in the hospital
setting and aftercare codes in the honme health setting.
According to the commenter, this conflict with the official
codi ng guidelines threatens the consistency and uniformty of
national health care data, resulting in data that are of poor
quality and little val ue.

Response: The OASIS instructions state that instead of
V-codes the agency should list the relevant diagnosis. This
requi renment was installed to serve the needs of OASIS as it
was originally designed--as a quality assurance tool. W have
adopted OASIS as a valuable quality assurance tool.

Therefore, any changes in coding policy on OASIS would have to
bal ance the quality assurance objectives with the consi stency
and uniformty objectives articulated by the comenter. At
this time we do not believe that adopting V-codes is
consistent with the needs of either OASIS or the case-m x
system Regarding case-m x, one of our objectives is to
classify patients with mninmal reliance on treatnents planned
or received. Gven that objective, there is little clear

benefit from adopting the applicable V-codes intended to
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i ndi cate aftercare services.

Comment: A comenter stated that certain category codes
in the three diagnosis groups to be identified fromthe OASI S
primary diagnosis field (M)230) should never be reported as
pri mary di agnoses, according to |ICD-9-CM coding rul es and
official coding guidelines. These diagnoses nust be used with
a hi gher-coded diagnosis that indicates the etiology. The
affected I CD-9-CM category codes are 711, 712, 713, 720, 730,
731, 320, 321, 323, 330, 331, 334, 336, 337, 357, and 358.

Response: I n accordance with this coment, we have
listed the affected codes (not code categories) in Table 8 as
either primary or secondary di agnoses at the applicable four-
or five-digit level. W wll recognize these diagnosis codes
in the case-m x adjuster only if the follow ng conditions are
met: (1) Manifestation codes (that is, codes that can never
be used as the primary di agnosis) nust appear as the first
secondary diagnosis (line b, under *“other diagnoses” in OASIS
MD240) and nust appear with all digits required by |1CD 9-CM
coding rules. (2) Remaining codes fromthe affected
categories nust appear as the primary diagnosis (line a, under
OASI S MD230) and nust appear with all digits required by |ICD
9-CM coding rules. The requirenment to report manifestation
codes as the first secondary diagnosis is consistent with our

intention to recognize the primary diagnosis for case-m X
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purposes. In this circunstance, the primary diagnosis is
i ndi cated by the conbination of the manifestation code
preceded by the underlying disease code in the primary field.

€ Structure of the case-m x system

Comrent: Several comrenters suggested adding a fifth
| evel of severity to the clinical dinmension, in view of the
| arge score range in the fourth and hi ghest severity |evel.
In contrast, other commenters suggested that 80 groups was too
| arge a nunber; they recomended greatly reduci ng the nunber
of groups. A related question was why sone groups with a smal
i nci dence of episodes warranted establishment of an HHRG

Response: At this tinme, we have not changed the basic
structure resulting in 80 groups. Adding a fifth clinical
severity |level would increase the nunmber of groups to 100.
Reduci ng the nunmber of groups may obfuscate the clinical |ogic
we used to help shape the system Also, we feel it is prudent
at this early stage of the nodel’s application to avoid
i mposi ng additional structural streamining before |arger data
sets becone avail able allowi ng exploration of refinenents to
t he nodel .

Comrent: A comenter stated that the case-m x system
shoul d have as many epi sodes at the high end of the scale as

the | ow end.
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Response: We disagree. It is nmore inportant for the
structure of the groups to differentiate episodes with simlar
severity and costliness. Severity and costliness are not
evenly distributed in the popul ation of episodes. The nobst
resource intensive episodes are infrequently encountered.

Comment: A commenter criticized the use of a scoring
range from 27 to 160 for the highest |level of severity in the
clinical dinmension, saying it is too broad.

Response: In response to several coments on the
adequacy of paynment for severe wound cases, we have revised
the severity score intervals along with maki ng additions to
elements in the clinical dinension. W discuss changes to the
case-m x systemin section IV.G 1.

Comment: It was suggested that the case-m x assi gnnent
be made at the end of the episode, because of difficulties
agenci es may have in obtaining accurate information about
patient status early in the episode.

Response: OASIS data collected as part of the
conprehensi ve assessnent nust be collected within 5 days of
the start of care. After collection, agencies have 7 days to
“l ock”™ the assessnment. Therefore, agencies have a maxi num of
12 days to establish the case-m x assignment. W think this
tinme period is adequate to resolve uncertainties about the

health and functional status itens on the OAS| S. Furt her, the
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t herapy threshold used in the case-m x systemis projected at
the start of care, and is updated by the end of the episode to
determi ne the final case-m x adjusted paynent.

I Onission of time spent outside the home fromthe
cal cul ati on of resource costs:

Comment: We received comments faulting the case-m X
adjuster for limting the nmeasurenent of resource costs to
time spent in the home. Commenters argued that tinme spent
outside of the home, travel time, and resource costs of
equi pnent and supplies should be included. One comenter
mai ntai ned that failure to account for nmedical supplies |eads
to two inconsistent reinbursenent nethodol ogi es, one for
services and the other for supplies. 1In the case of wound
patients using very expensive dressings and supplies,
commenters argued the resource cost is seriously
under esti mat ed.

Response: W acknow edge the underlying concern fromthe
commenter but we are limted in our ability to address this
coment in the near term Variation in costs other than visit
time is a subject for careful enpirical study that wll take
time. Were we to adopt inprecise estimates in a hasty attenpt
to rectify perceived errors in the paynent weights, we would
ri sk introduci ng other errors and potential inequities into

t he paynent system The nodel as devel oped to date assunes
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that the omtted resource costs are directly proportional to
time spent in the home. In future years, we plan to consider
met hods for testing this assunption. Studies to directly
account for costs beyond tine spent in the hone pose
significant challenges in terns of their feasibility, cost,
and reliability. The Abt study did not attenpt to neasure
non- hone resource costs because it was believed the conplexity
of the necessary neasurenent procedures would jeopardize
agency recruitnment and data accuracy.

I Use of OASIS data to validate the case-ni x system

Comment: Several commenters advi sed us agai nst using
early OASIS data to validate the case-m x groupi ng system
They believe that the data are fl awed because agency personnel
are still learning how to conduct assessnents. A couple of
comenters sought confirmation that we validated the system
and requested informati on about how we validated the system

Response: It is not possible to use the OASIS data for
conpl ete system validation, because validation requires
i nformati on about resource cost as well as patient
characteristics. OASIS data provide only patient
characteristics. However, as discussed in the proposed rul e,
we did validate the case-m x groupi ng systemusing a split
sanpl e net hodol ogy with the Abt case-m x data (see Abt

Associ ates, Second Interim Report, Septenber 24, 1999).
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Qur primary purpose for using the OASIS data was for
paynment allocation during the first year of PPS.

Specifically, we hoped the OASIS data could be used to
estimate the distribution of case-m x in the popul ation, which
is information needed to accurately establish the standardi zed
paynment anmount. As described el sewhere in this regulation, we
used OASI S data to achieve this purpose.

Comment: A few commenters recommended al |l ow ng therapy
assi stant services and rehabilitation nurse services to count
towards the therapy threshol d.

Response: We do not believe that any changes to the
current coverage rules governing the coverage of physical
t herapy, occupational therapy, and speech-|anguage pat hol ogy
services under the Medicare hone health benefit is warranted
at this time. |If we believe coverage revisions are necessary
for future refinenments to the HHA PPS, we nmay consi der
revisiting the coverage guidelines at that later tinme. Under
t he case m x net hodol ogy, patients with intense therapeutic
needs are classified in higher paynent groups. A physical
t herapi st, occupational therapist or speech-I|anguage
pat hol ogi st woul d have to di agnose the therapeutic needs of
the patient. |If significant assistant substitution occurs
under PPS, we may focus nedical review efforts or reprice the

case-m x groups. Rehabilitation nurses have never net the
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personnel qualifications or coverage criteria for physical
t herapy, occupational therapy or speech-1anguage pathol ogy
services under the Medicare hone health benefit.

& O her coments

Comment: A commenter stated that we should add nore
vari ables to the case-m x systemto increase the R-squared.

Response: In an effort to better capture resource cost
for severe wound patients, we have added several nore
vari abl es as explained in the discussion of changes to the
case-m x systemin section V.G The R-squared has increased.
Future refinenment activities may result in nore additions and
better ways to use existing vari abl es.

Comrent: A few comenters asserted that an R-squared
(proportion of variation explained) of .32 for the case-m X
systemis too | ow, and one asked whether the system was
val i dat ed.

Response: We used a split sanple nethodology to validate
the case-m x system The R-squared for the validation sanple
changed little. The R-squared for the initial case-m x system
is conparable to that for other case-m x systems in their
early stages. W should expect future research, using better
data (such as inmproved di agnosis codi ng) and nore

observations, to result in higher predictive power.
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Comment: Some commenters reconmended that we add to the
case-m x nodel OASIS itens neasuring such nonclinical factors
as safety hazards and ot her environnental variables, and
soci oeconom ¢ status vari abl es.

Response: OASIS includes these variables to use as risk
factors in anal yses of the outcones of honme health care. But
as we discussed in the proposed rule, we do not believe they
are appropriate factors in determ ning paynent.

Comrent: Sone commenters disagreed with our decision to
exclude itens dealing with signs and synptons such as fluid
retention and diet, on the grounds that these are inportant
clinical changes with a direct relationship to care quality
and out cones.

Response: As we noted in the proposed rule, we are
concerned about the vulnerability to manipulation for paynent
maxi m zation of sonme possibly transient clinical itenms. Qur
statistical analysis also suggests weakness in their
scientific reliability. Moreover, inclusion of these itens
woul d require a change to the OASIS data col |l ection procedure,
causi ng additional burden on hone health agencies. Lastly,
after all other elenents are included in the nodel, they do
not nmake any i ndependent contribution to explaining variation
in resource use.

Comment: A commenter stated that patients with |ow or
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noderate scores who need to be observed and assessed, and
taught how to nmanage their nedication and di agnosis, would not
recei ve adequate rei mbursenment. A couple of other comenters
suggest ed addi ng vari ables concerning nultiple nedications.
Response: During the early phases of nodel devel opnent,
there were indications that a variable measuring nmultiple
medi cati ons would be useful, but as it was not an OASIS
vari abl e we sought to substitute simlar OASIS itens. W
found substitutes in the two OASIS vari abl es neasuring the
patient’s ability to nmanage oral and injectable nmedications.
Statistical results suggest only one of these variables
(injectable nmedi cati ons nmanagenent) contri butes independently
to explaining resource variation after accounting for the
ot her variables in the case-m x nodel. However, we believe
using this variable nmakes the case-m x system vul nerable to
mani pul ati on, and have decided against including it at this
time. As we refine the case-m x system we will continue to
| ook for ways to capture nursing functions nentioned in the
coment .

Comment: Two commenters responded critically to the
absence of respiratory treatnments fromthe clinical dinmension.
Response: This variable was excluded fromthe nodel

because it was statistically insignificant and inversely

related to resource cost.
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Comment: Several commenters stated that the system
shoul d specifically allocate points for limtations affecting
medi cati on managenent, neal preparation, feeding, and the
ability to structure tine.

Response: Measures of nedication adm nistration, neal
preparation, and feedi ng dependence were tested but did not
contribute significantly to explaining home health resource
use. We note the case-m x system recogni zes patients with
menory deficit, inpaired decision-nmaking and behavi or
probl ens.

Comrent: Stating that patients with nmultiple treatnents
at honme (intravenous infusion, parenteral/enteral therapies,
OASI S M)250) are often observed in hone care, a conmenter
asked why these patients are not assigned the sum of scores
for each treatnent.

Response: At this tinme the case-m x nodel does not
assign the sum of two scores when patients are receiving
multiple treatnments. In terns of care quality, we are
concerned about the potential incentive to make patients’ care
more conplex if scores for this OASIS item are additive.
Currently, patients who receive both intravenous infusion and
enteral nutrition, the nost plausible conbination, would
receive 24 points for enteral nutrition, the highest score

possi bl e anong the three treatnments and the second- hi ghest
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single score in the clinical dinmension. Gven our
under st andi ng of the needs these patients may present, this
score seens appropriate pending further review of data for
mul tiple-treatnent patients. The Abt sanple did not contain
any patients receiving nore than one of these treatnents. As
t hese treatnents do not appear to produce additive work, we
believe it is prudent to wait until nore-reliable scores for
mul tiple-treatnment patients can be devel oped during refinenent
activities using larger data sets.

Comment: Comenters also criticized us for omtting
types of specific OASIS itenms or response categories that
indicate | ower severity than itens/categories currently in the
case-m x nodel. For exanple, one comenter stated, the
presence of “any pain” would affect the plan of care. The
pai n response categories that are allocated points are “daily
but not constantly” and “all of the tine”.

Response: We understand the commenter’s recommendati on
for nore specificity in the case-m x system W note that
generally, the case-m x nodel captures |levels of severity that
were reliably associated with variations in resource use.
Constructing variables for the nodel involved both
statistically based decisions as well as judgnents about how
many grades of distinction are desirable fromclinical,

policy, and structural points of view. For exanple, in
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response to coments about wound care patients, we have
el aborated certain wound vari ables to capture finer
di stinctions in wound status, while retaining statistical
reliability for the clinical dinmension. W have traded off
sone structural parsinony for slightly increased accuracy. As
| arger data sets becone available to refine the case-m x
system we may have an opportunity to incorporate still nore
detailed variable [evels, but we will continue to eval uate
themin light of their clinical, policy, and structural
i nplications.

Comrent: A comrenter wondered whether [isting M)530
(when does urinary incontinence occur?) rather than M)520
(urinary incontinence or urinary catheter presence) in the
clinical dinmension was a typographical error.

Response: No, it is not. As we noted in the proposed
rule, we avoi ded M)520 because of concern that using it m ght
pronote negative practice patterns. M)530 is a stronger
measure of the inpact of incontinence on hone care because it
takes tinmed voiding into account.

Comment: A couple of commenters stated that the case-

m x adjuster should identify patients with urostony because
services and teaching requirenents exceed those for bowel
ostony patients.

Response: OASIS does not currently allow identification
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of urostony patients. We will consider this suggestion for
future OASI S studies.

Coment: A comenter asked why hearing status is not
i ncluded, while vision status is.

Response: We tested hearing problenms as part of a set of
neur ol ogi cal, cognitive, sensory, and behavi oral inpairnents
duri ng our devel opnent of the case-m x system Few of these
vari abl es contri buted neaningfully to the case-m x nodel, and
for some types of clinically severe patients these inpairnments
were inversely related to resource cost. W were ultimately
able to include both vision problenms (M)390) and behavi or al
probl enms (M)610) in the clinical dinension as statistically
significant variables positively related to resource cost.

Comment: One commenter suggested that we change OASI S
item MO390 on vision status to identify patients who have
difficulty accommodating to di stance.

Response: We will consider testing this change in
research on nodifications to OASIS.

Comrent: A comenter requested clarification of the
definition in the vision status item (M)390).

Response: Al OASIS itens, including this item are
di scussed in the OASIS I npl enentati on Manual avail able on the
HCFA Web site.

Comment : A commenter stated that OASIS functional itens
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are not sensitive to patient progression, so that the patient
who inmproves is still rated at the sane |evel after
i mprovenent. The commenter cited the case of the patient who
is dependent in bathing in bed, and progresses to independent
in bathing in bed.

Response: This comment appears to address the use of
OASIS itenms for outconme neasurenent. During the testing of
outcone neasures for use in honme health care, it was necessary
to bal ance several conpeting demands. One of these demands
was for sufficient "rigor"” in the outcone neasures and data
items, including the data item s |ikelihood of consistent
application by the clinicians making the assessnent. Anot her
demand was a nore practical one -- would the hone health
agency’'s staff be able to use the itemin its day-to-day
functioni ng? Because every OASIS item that now has several
| evel s of a scale could nost |ikely be expanded to many nore
scal e Il evel s, several questions nust be asked as part of the
evaluation of OASIS itenms. For exanple, would the item be
perceived as practical for use by clinicians? Wuld the
resul ting outconme neasures be valuable in evaluating quality
of care across agencies? Wuld the item have a high incidence
of consistent application? These are anong the eval uation
criteria we would apply as the outconme nmeasures and the OASI S

itens continue to evol ve over tinme.
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Comment: A commenter said the system should recogni ze
medi cal | y underserved patients.

Response: The OASI S assessnent does not clearly identify
medi cal |y underserved patients. However, a variable relating
to Medicaid status is reported on the OASIS assessnent and can
be considered a proxy indicator. During our system
devel opment work on the Abt sanple we tested the Medicaid
vari abl e (which indicates whether Medicaid was anong t he
patient’s paynent sources). W found that it did not
contribute to explaining variation in resource use.

Comment: A commenter stated that home health aide
supervisory visits should be included in the case rates, and
t he agency should be able to bill for those visits.

Response: Tine spent in the honme, including tinme spent
on supervisory visits, was recorded in the visit |og data
submtted to Abt Associ ates by agencies participating in the
case-m x research. This neans that the case-m x relative
wei ghts should refl ect any case-m x group differences in
supervisory time. Supervisory visits are also in the cost
base for the average cost per-visit conputations used in the
PPS epi sode rates. W are nmaking no changes in paynent policy
regarding billing for supervisory visits.

Coment: A comenter, stating that the case-m x system

i nadequately accounts for costs of behavioral patients, asked
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how wel | such patients were represented in the Abt sanple.

Response: We believe these patients were adequately
represented. Approximately 4.5 percent of the Abt sanple had
a primary di agnosis code of a nental disorder. Approximtely
2.6 percent received psychiatric nursing services at hone.
About 14 percent were classifiable as having chronic
cognitive, nmental, or behavioral problens. Approximtely one-
quarter of the sanple had current problens due to one or nore
of the behaviors listed in OASIS M)610.

Comment: A commenter suggested that refinenent
activities include exam ning outliers to see whether the case-
m X categories involved are inproperly wei ghted.

Response: We plan to exam ne the data as suggest ed.

Comment: One commenter questioned whet her we exam ned
the validity of the relative weights. A related
recommendation was to validate the relative weights on a | arge
national data set after the first year of PPS.

Response: We exam ned various measures of fit of the
case-m x nodel to episode-cost data to judge the nodel’s
performance and, by inplication, the validity of the relative
case-m x weights derived fromit. Mst of these fit measures
are reported and discussed in the Abt Associ ates Second
Interim Report (Septenmber 24, 1999). As explained in the

proposed rule, we derived the relative weights froma
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straightforward regression equation that estimates the average
addition to resource cost due to each severity |evel above the
| owest -severity case-m x group (COFOSO). This regression
equation, estimated fromthe Abt sanple data, performed well.
We used case-m x-group neans estimted fromthe coefficients
of the regression equation to conpute the relative case-m x
wei ghts. We plan to re-exam ne the accuracy of the relative
wei ghts periodically.

Comment: A commenter asked whether the nean or nedi an
was used to calculate the relative case-m x wei ghts.

Response: We used the nean estimated from the regression
equati on described in the previous response.

Comrent: A comenter requested that we disclose the
conput ati ons for independent review.

Response: In the section of the rule regarding the
calculation of the case-m x relative weights, we show the
regressi on equation coefficients and the nmean resource cost
cal cul ated for each case-m x group fromthe regression
coefficients.

Coment: A commenter stated that we should rel ease data
show ng the incidence of cases in the groups used to define
the relative weights.

Response: Appendix Cin the Abt Associ ates Second

I nterim Report (avail able on the HCFA website) shows the
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i ncidence of cases in each case-m x group in the sanple.

Comment: A commenter questioned whet her hospital-based
agenci es were adequately represented in the sanple used to
devel op the case-m x system

Response: We believe that hospital -based agenci es were
adequately represented in the sanple. About one-third of the
90 agencies participating in the Abt study were hospital -
based and one-third of the episodes in the Abt analytic sanple
canme from hospital -based agencies. The hospital-based
agencies were distributed across the four census regions,
urban and rural |ocations, and represented varying practice
patterns. The total devel opment sanple included nore than
9, 000 epi sodes (Abt Associ ates Second Interim Report,
Sept enber 24, 1999). The sanple for deriving case-m x wei ghts
in the final rule included nore than 26,500 epi sodes.

€ Phase || Per-episode PPS Denonstration

Comment: One commenter asked whet her denonstration
agenci es deliberately avoi ded hi gher-acuity patients while
participating in the denonstration project.

Response: The denonstration eval uation study exam ned
this question. Analyses suggested that PPS agencies were no
|l ess likely than non-PPS agencies to admt a patient with a

serious nedical condition, limtations in activities of daily
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living, or other conditions predictive of higher-than-average
service needs. Furthernore, the denonstration did not appear
to affect the adm ssion of patients expected to have
relatively high costs per visit.

Comrent: A comenter wanted to know why data on pages
58143 and 58150 in the proposed rule showed different
per cent ages of discharges at 60 days and 120 days. Page 58143
cites conpletion rates of 60 percent and 73 percent in 60 and
120 days, respectively. Page 58150 cites conpletion rates of
46 percent and 62 percent, respectively.

Response: Data cited on page 58143 were conpletion rates
for 39 agencies paid prospectively under the Phase Il per-
epi sode prospective paynment denonstration in the first year of
t he denonstration (1995-96). Data cited on page 58150 are
nati onal averages from an episode file constructed from 1997
paid clainm. Research would suggest that the differences stem
mai nly fromthe incentives of prospective paynent.

L. Epi sode Rat e ©Met hodol ogy

Comrent: Several comrenters suggested that we include
t he amounts for new billing and financial systens in the PPS
epi sode rate.

Response: W do not foresee any nmmj or changes to the
billing and financial systens for home health agencies that

woul d justify an increase in the rate amount. Hone health
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agencies will still use and submt the sane claimfornms that
are currently being used under IPS. Wth only m nimal changes
in bill content we will be furnishing free grouping software
to all HHAs. If an HHA elects to purchase different or nore
del uxe software fromits vendors, that would be an individua
busi ness decision of the HHA. It is primarily the fiscal
intermedi aries systens that will require changes in order to
process honme health clains under PPS. We will not reinburse
agencies for nmodifications to their internal billing and
financial systens beyond what is already included as overhead
costs reported on the cost report.

Comment: Several commenters requested that we not use
the nost current data for devel oping the home health PPS
epi sode rates in order to avoid incorporating the effects of
| PS.

Response: I n devel oping the final PPS episode paynent
rate, the primary influence for the final amount is the budget
neutrality target. The statute requires that the total
ampbunt s payabl e under HHA PPS be equal to the total anount
t hat woul d have been made if HHA PPS had not been in effect.
This nunmeric value is based on actuarial estimtes of future
hone health spending and utilization in the aggregate. Since
the projected spending is based on historical trends derived

using the nost recent data avail able, |IPS cannot be ignored.
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Usi ng data prior to the inplenmentation of IPS would not
reflect current home health utilization and spendi ng.

Comrent: One commenter suggested that we revise the
conput ati ons of the average cost per visit to only apply the
cost limt adjustnment factor to those disciplines that were
over the per-visit cost limts.

Response: The per-visit cost limt has been applied on
an aggregate basis, not on a per-discipline basis. Separating
the disciplines proved too difficult to achieve and woul d be
of questionable worth. The cost |limt adjustnent factor was
determ ned by dividing the aggregate cost |imt amount by the
aggregate reasonabl e cost anount. |If the factor was | ess that
1.0, then the factor was applied across all disciplines. |If
we had only applied it to the disciplines that were over the
limts, then we would not have recogni zed the actual inpact of
the cost limts.

M Audi t ed Cost Report Sanpl e

Comment: Several commenters questioned the accuracy and
use of the statutorily required nost current audited cost
report data available to the Secretary to calculate the PPS
rates. Commenters questioned whether better, nore accurate
data may exi st than the 1997 audited cost report data set

forth in the proposed rule.
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Response: For the proposed rule, data from audited cost
reports received by an HCFA determ ned deadli ne date were used
for the calculation of the proposed HHA PPS rates. Even
t hough all audited cost reports were not available (for
reasons such as, suspensions, investigations, natural
di sasters, etc.), HCFA had to set a cut-off date to neet the
stringent time constraints for conpleting the proposed rule.
Any additional audited cost report data files that were
received by HCFA Central O fice (CO beyond the deadline were
not included in the rate cal culations for the proposed rule.
Since then, audited cost reports fromthe sanple may have been
appeal ed, reopened, and revised resulting in an updated
version of the cost report data available for cal culation of
the rates for the final rule. Even after the publication of
the proposed rule, we required fiscal internediaries to
resubmt any reopened audited cost reports and have that nore
recent, accurate data available for final rule calculations
t hrough the first week of January, 2000. This process
resulted in an additional seven providers for which we now
have audited cost reports for FY 1997. Additionally, during
t he above-descri bed additional tinme period, we received 23
reopened audited cost reports with newer and nore accurate
data for use in the final rule calculations.

Comment: Comenters were concerned with pre-I1PS cost
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data being used and that 1997 data nmay not be an adequate tinme
period to reflect the cost of providing care today.

Response: HCFA is required, in its devel opnent of a PPS
for honme health agencies, to use the nost current audited cost
report data available. At present, 1997 audited cost reports
are the nost current audited cost reports avail able of a
representative sanple of HHAs. The 1997 audited cost data is
updated by the market basket in order to nake it nore
reflective of the cost of providing care today.

Comment: Commenters were concerned that not all types of
HHAs, with respect to their being considered | arge, small,
urban, rural, for profit, not-for-profit, for exanple, were
adequately represented in the audited cost report sanple used
to construct the PPS rates.

Response: The sanple was designed to be representative
of the home health industry, including census region, urban
versus rural location, and | arge versus snmall agencies. The
sanpl e included each provider type (freestanding not-for-
profit, freestanding for-profit, freestanding governnental,
and provi der-based), which are referred to as strata in
sanpling terms. The design of the sanmple then took into
account the nunber of providers and the variation in cost and

beneficiaries in each stratum resulting in a representative



184
sanpl e of the honme health industry.

Comment: A few commenters were concerned with the sanple
desi gn which excluded “very small” agenci es.

Response: Agencies with fewer than 50 Medicare
beneficiaries were excluded fromthe sanple |ist of agencies
for devel opment of the hone health PPS. These agencies were
judged to be atypical in their costs and utilization. This
woul d particularly be the case if the agency is a | arge agency
t hat happens to have only a small Medi care business. Prior PPS
denonstrations al so excluded these | owvol ume providers from
participation for simlar reasons.

Comment: Commenters raised concern about rebasing for FY

2002 based on a 100 percent sanple of cost reports.
Commenters further recommended that if the future PPS data
varies fromthe FY 2001 base year or their proposed revised
approach to rebase for FY 2002, that adjustnments be nade to
t he standards on which the systemis based.

Response: HCFA has no statutory authority to rebase the
home health PPS on 100 percent cost report data. W wll
continue to nonitor the effects of the policies governing the

PPS system
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N. Cost CQutlier Paynments

Comment: Comenters generally supported the outlier
policy but often disagreed with specific aspects of the
proposed policy. Many commenters stated that protection from
the financial risk of catastrophic cases was inportant. These
commenters frequently identified severe wound care patients
and non-self injecting diabetics as the types of patients that
pose the greatest financial risk because of the concern that
t he HHRG system may not adequately recognize their costs. 1In
addition, comenters tended to support greater financial
protection against |large |osses, favoring a greater
concentration of outlier paynents on the npbst expensive cases,
whi ch can be acconplished by using a higher fixed dollar |oss
amount and a higher loss sharing ratio. Several commenters
want ed provisions totally inconpatible with the statutory
constraint that total outlier paynments be no greater than 5
percent of total paynents including outliers, such as no fixed
dollar | oss and a higher |oss sharing ratio, or even full cost
rei mbursenment of outlier cases. However, several comenters
argued that if greater catastrophic protection could not be
provi ded, 5 percent higher episode paynents for all episodes
woul d be preferable to the proposed outlier policy.

Response: As stated in the proposed rule, the provision

for outlier paynents is optional under section 1895(b)(5) of
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the Act. However, if outlier paynents are included in the
PPS, the statute requires that total outlier paynents be no
nore than 5 percent of total paynments, including outlier
paynments. Section 1895(b)(3)(C) of the Act also requires that
t he epi sode paynent anounts be adjusted to effectively pay for
outlier paynents within the sane | evel of estinmated total
spendi ng. These statutory requirenents place rather strict
limts upon the additional paynents that can be directed to
unusual | y expensi ve cases.

Bef ore deciding to exercise our discretionary authority
to include a hone health PPS outlier policy in this final
rule, we carefully considered the argunents presented in the
public coments. We have decided that the benefit to the hone
health community of adopting an outlier policy consistent with
the statute outweighs no outlier policy. However, based on the
maj ority of public comments, we have decided to increase the
| oss sharing ratio fromthe 60 percent set forth in the
proposed rule to 80 percent, the sane ratio that is used in
the inpatient hospital PPS.

Accordingly, the fixed dollar |oss anount has al so been
changed. Qur prelimnary estinmates reported in the proposed
rule indicated that a | oss-sharing ratio of .80 was consi stent
with a fixed dollar |oss anount equal to 1.35 tines the

standard epi sode anmount. However, estimates based on the nost



187

recent data indicate that the fixed dollar |oss amunt should
be changed to 1.13 tines the standard epi sode anount. Anpng
the comenters supporting a higher | oss sharing ratio, while
no one suggested a |l oss sharing ratio | ower than .75; sone
stated that the ratio should be the sane as in the inpatient
hospital PPS (.80), and others stated that the ratio should be
.80 or even .90.

Comment: Several commenters argued that the proposed
outlier policy was not sufficient to cover the costs of
patients with intensive service needs and would result in
i nadequat e hone care being provided to patients with the
greatest needs. Sone commenters cited the effects of the
fixed dollar loss and the | oss sharing ratio in severely
limting the additional paynent that would be nmade to outlier
cases. Another commenter stated that the outlier threshold
shoul d be based on nedical necessity w thout any qualifying
financial |oss being suffered by the provider, and others
stated, in effect, that there should be no fixed dollar |oss.
Yet anot her comenter questioned the sufficiency of 5 percent
for these types of cases.

Response: As noted above, section 1895(b)(5) of the Act
limts the total ampbunt of outlier paynents that can be
targeted to outlier cases to no nore than 5 percent of

estimated total paynents. It is inpossible to elimnate the
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fixed dollar loss and to pay the full estinmated cost in excess
of the episode paynent. To do so would result in outlier
payments far in excess of the 5 percent allowed by the
statute. It is also inconsistent with a basic prem se of the
epi sode based paynent, which is based on average epi sode
costs, and anticipates that "underpaynent" of sone episodes
will tend to be balanced by "overpaynent"” of other episodes.

G ven the constraint on total outlier paynents, we were
presented with determ ning how to beneficially distribute the
limted anmount of additional paynents anong the expensive
cases. |If only the very nost expensive of the costly cases
qualify for outlier paynents, a higher proportion of the total
costs of those cases can be paid. Alternatively, if a larger
nunber of costly cases qualify for outlier paynents, it is
necessary to pay a |lower proportion of their total costs. |If
the fixed dollar loss were elimnated, so that all cases whose
esti mated costs exceeded the epi sode amount qualified for
outlier paynents, the amount of the outlier paynent per case
woul d of necessity be so small that there would be little or
no benefit for the expensive cases.

As di scussed in another coment, we have chosen a | o0ss-
sharing ratio of .80 for the final rule instead of the .60 set
forth in the proposed rule. We believe that a | oss- sharing

ratio of 1.00 would go too far in concentrating outlier
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payments on the nost expensive cases. It would further limt

t he nunber of cases that could receive any outlier paynent and
woul d provide no incentive for agencies to attenpt to provide

care cost-effectively for outlier cases.

Comment: A nunber of comrenters raised concerns
regardi ng the nethod used to estimate the cost of an epi sode
in determning outlier paynents. Several comenters stated
that the "outlier-standardi zed per-visit rates" do not reflect
the real cost of visits. Another commenter appeared to
m sunderstand that we would use per-visit costs for each of
the six home health disciplines.

Response: In this final rule, we are revising proposed
8484.240 to nodify the per-visit rate used to estinmate per-
visit costs. We will now use the average cost per visit from
the PPS audit sanmple including the average cost for nonroutine
medi cal supplies and the average OASI S adj ustnent costs. The
only standardi zation applied to these per-visit costs will be
t he wage i ndex standardization factor. See Table 6 of the
proposed rule (64 FR 58169) and Table 6 in section IV.C. of
this final rule.

The wage i ndex standardi zation factor is included in the
per-visit cost because the estimted epi sode cost will be
adj usted by the wage index, just as is the episode paynment

amount. As a result of these changes fromthe proposed rule,



190

our estimated cost of an episode will be higher, and nore
epi sodes will qualify for higher outlier paynents than would
have occurred under the originally proposed nmethod. This
change in cost methodology will require increasing the fixed
dollar loss in order to stay within the 5 percent constraint.

The estimated cost of an episode will be cal cul ated by
mul tiplying the per-visit cost of each discipline by the
nunber of visits in the discipline and conputing the total
cost for all disciplines.

We understand that the estimted cost will not
necessarily accurately neasure the actual cost of any
i ndi vi dual episode or the actual costs of any single agency.
Qur method of cost estimation will neasure differences anong
epi sodes in three factors: the total nunber of visits, the
skill mx of those visits, and the wage costs of the
geogr aphi cal area where the care was provided. This
met hodol ogy will assume an equitable and tinmely application of
outlier paynments anong HHAs w t hout introducing the conpl ex
and idiosyncratic elenments of individual agency cost finding
usi ng cost report anal ysis.

Comrent: Several comrenters suggested that we consi der
rei mbursing reasonabl e costs for outlier cases. O her
comrenters stated that the estimted cost does not include the

cost of non-routine nedical supplies provided during each
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outlier episode, and that if we estimted costs in the sane
manner that is used in the inpatient hospital PPS, we could
i nclude the costs of non-routine nmedical supplies.

Response: It is correct that while the total costs of
non-routine nedical supplies were included in the episode
paynment anmount, the non-routine nedical supplies of an
i ndi vi dual episode are not accounted for in calculating the
paynment for an episode or in outlier calculations. 1In the
i npati ent hospital PPS, costs of outlier cases are estimated
by multiplying total charges for the services provided during
the hospital stay by a hospital-specific cost-to-charge ratio
that is determined fromthe Medi care hospital cost report.
Applying this method to the home health PPS would provide a
means of including the cost of non-routine nedical supplies in
the estimated cost of an episode. However, there are two
maj or reasons why we believe that using the estimted visit
cost nethod is necessary. First, we do not have charges for
non-routine nmedi cal supplies or agency cost-to-charge ratios
in the Abt case-m x data that we are using to estinmate the
outlier policy for the first year of the PPS. Therefore, we
are unable to use the cost-to-charge ratio nethod at this
time. Second, we would like to avoid making the Medi care cost
report a necessary part of determ ning an agency’ s paynents

under the home health PPS. In particular, we would like to
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make the new system i ndependent of the burdensone and
i di osyncratic cost-finding process of the previous, reasonable
cost - based paynent system

Comment: Some commenters indicated a m sunderstandi ng
about the application of the wage index in calculating outlier
paynments. The confusion was whether the fixed dollar |oss was
adj usted by the wage index.

Response: The fixed dollar |oss anmpbunt i s wage-adjusted
in exactly the sanme manner that the standard epi sode paynent
is wage-adjusted. As a result, the fixed dollar loss will be
the same proportion of the episode paynent in all wage index
areas. |In nomnal dollars, the outlier threshold for an
epi sode in a |l ow wage index area is |lower than the outlier
threshold for an episode in the same HHRG in a hi gh wage i ndex
area. The outlier paynent is al so wage-adjusted. Hence, the
outlier paynent for an episode will be the sane proportion of
the total paynment for that episode whether the episode of care
is provided in a low or a high wage index area.

Comment: Several commenters asked operational questions
about the outlier policy and how outlier paynents woul d
actually be nmade. For exanple, one comenter asked us to
clarify how and when outlier paynents woul d be nade. Anot her
asked who initiates an outlier request and whether it would be

automated. Ot hers asked how the 5 percent would be determ ned
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and how i nformation on outlier paynments woul d be comuni cat ed
to agencies. Another comenter asked what our policy would be
if total outlier paynents are significantly different than the
5 percent anount. Another commenter asked how outlier
payments woul d be tracked and capped nationally and how
agenci es woul d know when the outlier pool had been exhausted.
Finally, there was the question whether the 5 percent applied
to individual agencies or all agencies in the aggregate.

Response: Qutlier paynents will be made automatically by
RHHI t hrough the normal clains processing system \Wen the
RHHI determ nes the final episode paynment based on the claim
submtted by the agency, as part of determ ning the
appropriate paynment for the episode, the RHH system estinates
the inputed cost of the episode under the outlier nethodol ogy.
If the cost exceeds the outlier threshold for the HHRG to
whi ch the episode is assigned, then an outlier paynment wl|
automatically be calculated for the episode. The agency w |
know when it receives an outlier paynent for an episode
because is will be part of the final paynent for the episode
and noted on the rem ttance advice.

It is inmportant to understand that, according to section
1895(b) (5) of the Act, the 5 percent constraint applies to
estimted total paynents, not actual total paynents. Each

year, we will establish, the |oss-sharing ratio and the fixed
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dollar I oss values that will be used throughout the next
fiscal year to calculate outlier payments. There will be no
reconciliation of actual outlier paynments to the 5 percent
target either during a current fiscal year or in any
subsequent fiscal years. |f actual outlier paynents during a
gi ven year exceed 5 percent of actual total paynents, there
will be no attenpt to recoup the difference. Simlarly, if
total outlier paynents in a year fall short of 5 percent of
actual total paynents, there will be no additional paynents
made to agencies. Such information will, however, be part of
the anal ysis conducted for setting the appropriate threshold
i n subsequent years.

Finally, there is no direct relationship between the 5
percent limt on total outlier paynents and the percent of
outlier paynents that an individual agency may receive.
Dependi ng on the agency's casel oad during the year, the
percent age of outlier paynent to its total paynents as outlier
paynments will likely vary. The 5 percent constraint applies
to all agencies in the aggregate and not to individual
agenci es.

Coment: One commenter questioned why we have no outlier
policy for LUPA episodes.

Response: No additional paynents will be made for LUPA

epi sodes beyond the LUPA paynent. However, it should be noted
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that in this final rule, we have changed the per-visit costs
to be used in conputing the LUPA paynment so that the sanme per-
visit amounts will be used for the LUPA paynent as that used
in estimating the cost of a regular 60-day episode.

Coment: A comenter stated that we should inplenment a
paynment ceiling for outlier cases (such as 175 percent of the
HHRG paynent) and use a 15 percent adjustnent to fund the
outlier pool.

Response: Since a basic objective of outlier paynents is
to increase paynents to the nost costly cases, we do not think
that outlier payments should be limted to some percent of the
HHRG paynment. The effect of such a ceiling would be to all ow
other less costly cases to receive higher relative outlier
paynments. As to the latter comment, a 15 percent outlier
adjustnment is not permtted by the statute, which sets 5
percent of total estinmated paynents as the maxi mum anmount of
outlier paynents.

Comment: One commenter suggested that we elim nate
outliers and recalculate the case-m x to include |ong stay

cases as part of the HHRG system

Response: "Long stay" cases are as nuch a part of the
HHRG system as shorter term cases, and will not necessarily

beconme outlier cases. As the system provides for unlimted

60- day periods, provided that patients continue to be eligible
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for Medicare hone health services for each 60-day period, HHAs
wi |l receive additional episode paynents based on the assigned
HHRG f or each episode. Thus, length of stay is not a factor

| eadi ng to underpaynents. The purpose of the outlier policy
is to provide additional paynents to cases requiring unusually
i ntensive services within a 60-day episode.

Coment: One commenter stated that a transition policy
woul d be a preferable alternative to the proposed outlier
policy.

Response: As discussed previously, we have deci ded
agai nst inplenenting a transition policy. However, we note
that a transition policy could serve sone of the sanme purposes
as an outlier policy early in systeminplenentation. For
exanple, a transition policy bases a proportion of the episode
payment on the estimted cost (using the same nethod as we
apply in the outlier policy) and the rest of the episode
payment on the case-m x and wage adj usted epi sode anount.

Such a policy could provide higher total paynents to episodes
whose estinmated cost exceeds the episode paynent. However,
for all cases whose estimated cost is |less than the episode
payment, this bl ended payment would be | ower than the episode
paynment. Because it would potentially change the paynent to
all episodes, a transition policy has a greater inpact on

total paynents than that of the outlier policy. Wereas the
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outlier policy is self-financing under the terns of the
statute, a broader transition policy would require a different
and possi bly greater adjustnment for budget neutrality.

Finally, a transition policy is, as the nane indicates,
intended to be tenporary, and intended to allow providers tine
to adjust to a new system In contrast, we intend the outlier
policy to be a permanent feature of the paynent system

Comment: One commenter urged us to carefully nmonitor the
i npact of the outlier policy and stressed the inmportance of
mai nt ai ni ng an appropri ate bal ance between the total nunber of
outlier patients and the paynment per outlier case. Another
comment er expressed a preference for refinenment of the case-

m x systemas an alternative to the outlier policy.

Response: We fully agree with the suggestion of both
commenters. We will nonitor the inpact of the outlier policy
with the intention of refining it where possible. W wll
al so explore case-m x refinenments as we gather the data needed
to support the necessary analyses. W are also hopeful that,
over time, case-m x refinement may reduce the need for an
outlier policy. W will exam ne the issue in the future when
nore information is avail able.

Comment: Three commenters raised concern about the
i npact of outliers on specific types of home health agencies.

They expressed concern for financial |osses that would be
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incurred by rural agencies, a provider of "last resort” whose
cases are in need of intensive services, and agencies in
States where there are no other publicly funded hone and
community based services. |In addition, a commenter stated
that the wage adjusted per-visit costs would be significantly
| ess than the actual per-visit costs in a particular
geogr aphi cal area.

Response: These comments suggest that the outlier policy
m ght be tailored to increase outlier payments for specific
agencies on the basis of their |ocation or case-m x. The
outlier policy set forth in this rule provides greater
conpensati on for agencies based on the inputed cost of an
agency's episodes. There is no data available to us which
objectively identifies providers for whom on sone basis,
addi ti onal paynents would be warranted. W believe the PPS
systemwi th its various adjustnents provides a sound basis for
di stributing paynment in accordance with patient need.

Comment: Some commenters suggested that we apply
different outlier criteria to different types of cases. For
exanpl e, one comenter stated that the outlier paynments should
be restricted to the 40 non-therapy HHRGs.

Response: W believe that estimated total cost is the
best measure we have for identifying outlier cases. The fact

that the fixed dollar loss is the sane for all cases neans
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that the estimted |oss that nust be incurred is the sanme for
all cases and thus achieves equity. Even though a therapy
case receives a higher episode paynment than a non-therapy
case, the estimated | oss that nust be incurred before it
qualifies for outlier paynents will be the sane.

Comment: One commenter recommended a | ower fixed dollar
| oss for wound care cases than for other outlier cases.

Response: We note that a |l ower fixed dollar |oss for
wound care cases than for other cases would direct a greater
proportion of outlier paynents to wound care cases. W have
deci ded agai nst adopting such a policy at this tinme. As
indicated in a previous response, we believe that it is nore
equitable to |l et the estimted cost of each epi sode determn ne
t he amount of outlier paynments w thout singling out specific
types of cases for special treatnent.

Comment: One commenter seened to argue that a fixed
doll ar | oss equal to or greater than the episode paynent
amount was i npossible enpirically and resulted from
assunpti ons we made about episode costs and paynents.

Response: This comenter seened to m sunderstand the
met hod we used to estimate the fixed dollar |oss anount and
the loss-sharing ratio. The estimtes of fixed dollar |oss
anounts and | oss-sharing ratios presented in the proposed rule

and in this final rule were not based on any assunptions about
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internal data relationships. As described in the proposed
rule, the estimtes were derived from nodeling sinulated
payments and estimated costs for the episodes included in the
Abt case-m x data set. For this final rule, we conducted the
si mul ati ons again using an updated Abt data set. We were
unable to perform sinulations using early OASIS data fromthe
OASI S national repository, because data | ags prevented us from
linking OASIS data to clainms such that they could be included
inthis final rule. However, we were able to performa
variety of case-m x conparisons between the national OASIS
data and the Abt sanple data. These conparisons indicated a
hi gh degree of conformty between the two data sources.
Further, we were able to conpare the 1998 episode file
devel oped from Medi care clains and the Abt data to determ ne
how wel | the distribution of expensive cases matched in the
two files. This analysis also supported the use of the Abt
dat a.

O. Budget Neutrality

Comment: A nunber of comrenters raised concerns
regardi ng the budget neutrality target. A few commenters were
concerned about the budget target of IPS|limts reduced by 15
percent. Another felt expenditures should be based on the
Congr essi onal Budget Office projection of expenditures.

Response: Section 302 of BBRA of 1999 anended the
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statute to delay the 15 percent reduction in spending until
one year after the inplenentation of PPS and further requires
the Secretary to report to Congress within 6 nonths after

i npl enentati on of PPS on the need for the 15 percent
reduction. The statute also requires the budget target to be
based on the Secretary’s estimte of spending in FY 2001, not
t he Congressional Budget O fice estimte.

Coment: Sone commenters asked if we intend to re-
eval uate the budget neutrality factor in the future.

Response: Re-evaluating the experience over the next few
years and adjusting the rates accordingly could be beneficial.
However, the statute does not provide for any adjustnent in
t he budget neutrality factor nor an adjustnent to change the
program budget target.

Comment: Several commenters were concerned about our
projection of the nunber of episodes in FY 2001. Sone
menti oned specific reasons for declining episodes such as the
changes in veni puncture rules.

Response: Since the time we published the prelimnary
notice, we have obtained nore nmeani ngful data about hone
heal th spending and utilization changes. W now have two
consecutive year’s episode files and have clarified issues
related to spending projections such as unsubmtted clains and

sequential billing. W are no |longer projecting the sane
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nunber of episodes as we had in CY 1997. Utilization has
dropped substantially since that time. However, the reasons
for the drop, such as venipuncture changes, cannot be
quantified. W have a two-year conparison relating the drop
in episodes to the drop in visits within an epi sode. Based
upon the nost recent data, we are dropping the projected
nunmber of episodes substantially.

Coment: Several comenters took issue with the data to
be used as the basis for the rate setting. They felt that we
shoul d not use the 1998 data to establish rates as the | ow
utilization associated with IPS would be built into this
anal ysi s.

Response: Because the law requires us to establish a PPS
that is budget neutral to what would have been paid under |PS,
we need the nost recent data to help us devel op a nodel of
what woul d have happened under IPS in 2001. Since utilization
did drop so dramatically, we feel that it is inportant to know
how t he m x of services changed. Use of 1997 data or 1998
data does not necessarily have a direct effect on the |evel of
paynent because of the budget neutrality requirenent. For
exanpl e, using 1998 data, with a | ower nunber of visits in an
epi sode than 1997 data, will result in less of an adjustnent
to obtain budget neutrality to reach projected FY 2001

spendi ng.
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Comrent: Sone commenters suggested that we increase the
budget target to reflect the cost of Part B therapies that
were provided outside the home health benefit that will now be
covered by the PPS rate.

Response: We determ ned how much of this type of therapy
is being provided to current beneficiaries receiving hone
health services. W added this anount to the target for
spendi ng.

Comment: One commenter believed that we should have
performed an inpact study for rural areas because such an
anal ysis woul d have shown the need for separate budget
neutrality factors for rural versus urban areas.

Response: We did |look at costs per visits in several
different types of rural areas versus urban areas. There was
no significant difference, therefore we did not create
distinct rates for urban versus rural.

Comrent: Several comenters argued that we did not
provi de support for the behavioral adjustnent assunmed about
t he percentage of LUPA paynents.

Response: Analysis of the 1998 episode file showed that
when honme health services were broken into 60-day blocks, for
16 percent of the tine either a beneficiary had 1 to 4 visits
extendi ng outside a continuous period of service or that a

beneficiary sinply had only 1 to 4 visits within a 60-day
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period. O this 16 percent, only 26 percent or 4 percent of
the total were cases where only 1 to 4 visits were provided in
a single 60-day, non-contiguous period. This four percent
woul d clearly classify as LUPA episodes. It is not clear that
those visits sinply falling outside the 60 days woul d, under
PPS, qualify as an episode. A plan of care would probably
sinply include those straggler visits with the precedi ng
epi sode in many cases. The episode file was created to help
us determ ne the average nunber of visits and the m x of
visits in an episode. The file was not nmeant to fully reflect
a system where paynents are made prospectively. The
incentives and the managenent of care under the prospective
system we have desi gned have many differences froma cost-
based rei nbursenent system Qur assunption about the
percent age of LUPA episodes is not so nmuch a reflection of a
behavi oral change but a clarification of how the episode file
was constructed. It would not be reasonable to assune that
the distribution of visits under PPS will replicate that of
| PS. Qur assunption that 5 percent of episodes will be LUPA
is based on the actuaries’ best estimate of what will actually
happen under PPS.

Comment: One commenter suggested that we include
appropriate assunptions regarding the PEP in the budget

neutrality adjustnent.
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Response: We devel oped the PEP and the SCIC to benefit
bot h agencies and beneficiaries. The SCIC was created so that
benefici ari es whose condition had changed since the start of
t he epi sode could continue to be cared for by the sane agency.
There is a cost to the paynent systemin allow ng this change
in condition. Because we do not have adequate data to
estimate this cost, our rate setting assunptions could not
i ncorporate the increased cost of changing to a higher case-

m x m d-episode. There are sone slight savings fromusing an
end date to the PEP which does not equal the start date of the
next episode. Again, we did not specifically account for this
in determ ning the budget neutrality factor because as in the
case of the SCIC, we do not have concrete data on which to
base any cost estimate. W feel that the cost of the SCIC
wi Il outweigh any savings fromthe PEP. This being the case,
the rates are not |ower than they should be because of
assunmpti ons about the PEP.

P. Di scharge | ssues

Comment: Several commenters raised concern over possible
i npacts of discharge policies under the new PPS. Commenters
requested clarification of our policy governing the situations
of patients who are di scharged because they are no | onger
homebound and therefore ineligible for the Medicare hone

heal th benefit during the 60-day episode, the patient refuses
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services or is discharged because of safety, abuse, non-
conpl i ance concerns, or dies.

Response: We believe the docunented and |l egitimate event
of a patient’s death would result in a full episode paynent
for the HHA. Therefore, if a patient dies on day 35 of an
epi sode, the HHA woul d receive a full episode paynent for that
i ndividual. There would be no proportional paynment
adjustnents to the full episode paynent. |If a patient is
di scharged because he or she becones no | onger honmebound and
therefore ineligible for the hone health benefit, refuses
services, or beconmes a docunented safety, abuse or non-
conpliance di scharge during the 60-day episode, the HHA would
receive a full 60-day episode paynent unl ess the patient
becane subsequently eligible for the honme health benefit
during the sane 60-day episode and |ater transferred to
another HHA or returned to the sanme HHA, then the latter
situation would result in a PEP adjustnent.

Comment: Comenters requested clarification of discharge
policies governing an intervening hospital, SNF or hospice
adm ssi on.

Response: W believe that HHAs shoul d be given the
option to discharge the patient within the scope of its own
operating policies; however, an HHA discharging a patient as a

result of hospital adm ssion during the 60-day episode wll
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not be recogni zed by Medicare as a discharge for billing and
paynent purposes. An intervening hospital stay will result in
ei ther an applicable SCIC adjustnent or, if the Resunption of
Care OASI S assessnent upon return to hone health does not
indicate a change in case-m x level, a full 60-day episode
paynment will be provided spanning the hone health episode
start of care date prior to the hospital adm ssion, through
and including the days of the hospital adm ssion, and ending
with the 59th day fromthe original start of care date.

Comment: Several commenters asked whet her a patient
coul d be discharged before the end of the 60-day episode and
whet her the final bill could be subm tted upon discharge
before the end of the 60-day episode.

Response: The claimnmy be submtted upon discharge
before the end of the 60-day episode. However, subsequent
adjustnents to any paynent based on the claimnmy be made due
to an intervening event resulting in a PEP adjustnment, such as
a transfer to another HHA prior to the end of the 60-day
epi sode or discharge and return to the sane HHA prior to the
end of the 60-day episode.

Comrent: A comenter requested clarification of the
situation where an HMO fails to notify the HHA of a transfer
of coverage, asking whether the HHA woul d be responsi ble for

t hat portion of the PPS paynent deducted by Medi care.
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Response: The common working file data base includes
enrol Il nent data that should informthe HHA of the enroll nent

status of patients under a home health plan of care with their

agency. If the beneficiary becomes HMO eligible m d- episode,
t he 60-day episode paynment will be proportionally adjusted
with a PEP adjustnent. The episode paynent will be

proportionally adjusted using the span of days based on the
billable visit date that the beneficiary was under the care of
the HHA prior to the beneficiary transfer to an HMO

Q. Consol idated Billing

Comrent: Several comrenters requested clarification of
t he services governed by the statutorily required consoli dated
billing requirenments under sections 1842(b)(6)(F) and 1862(a)
of the Act as anended by section 305 of BBRA. Sone comenters
were concerned with possible False Clains Act violations.

Response: Section 1842(b)(6)(F) of the Act, enacted by
the BBA , and anended by the BBRA, requires the consoli dated
billing of all covered hone health services listed in section
1861(m of the Act, except for DME covered as a Medicare hone
health service. Section 305 of BBRA revised the statue to
exclude DME covered under the Medicare hone health benefit
fromthe consolidated billing requirenents. Under PPS, HHAs
will be required to bill and receive paynent for all covered

hone health services listed in section 1861(m of the Act,
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except DME during the 60-day episode. Under the current
system issues concerning the False Clains Act are within the
purvi ew of the Inspector CGeneral who will review any possible
clainms violation.

Comrent: Commenters requested reassurance that
parenteral and enteral nutrition was not included in the
consol idated billing requirements governing home health PPS.

Response: Perenteral and enteral nutrition services are
currently not a covered honme health service. Therefore,
perenteral and enteral nutrition services are not subject to
the consolidated billing requirements and are not included in
t he PPS epi sode rate.

Comrent: Several comenters requested the elimnation of
non-routine medi cal supplies, osteoporosis drugs and the
therapies fromthe consolidated billing requirements governing
PPS.

Response: The statute requires all covered honme health
services listed in section 1861(m of the Act, except for DME,
to be governed by the consolidated billing requirenments. HHAs
cannot unbundl e non-routine nedical supplies that are
currently covered as a Medicare hone health service that may
coincidentally have a duplicate Part B paynent code for
payment. In addition, HHAs cannot unbundl e the osteoporosis

drug or therapies covered under the Medicare hone health
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benefit. Although the osteoporosis drug covered under the
Medi care hone health benefit is not included in the PPS rate,
it is still governed by the statutorily required consolidated
billing requirenents.

Comrent: Commenters suggested that we renove the
requi rement for consolidated billing of intern and resident
services unless it is a choice of the hospital and the HHAs.
Comment ers suggested a separate paynent anount to those HHAs
that will bill for their intern and resident services.
Response: To the extent these services were paid on a
reasonabl e cost basis and covered under the home health

benefit, there cannot be separate paynent for these services

under home health PPS. These services will be subject to the
consolidated billing requirenents. However, the HHA PPS rates
and consolidated billing requirenents do not affect Medicare

paynments to hospitals for graduate nedical education or
billing requirenments.

Comment: Commenters suggested that we establish, at a
m ninmum a partial episode paynment to a nonprimry HHA that
can denonstrate they foll owed the recommended Common Wor ki ng
File (CW) procedures for CW verification of home health
status before providing care, but received incorrect
i nformati on about the episode status of the beneficiary.

Response: We believe that HCFA systens will provide the
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appropriate information in a timly manner so that HHAs may

establish primacy for purposes of consolidated billing and
correspondi ng paynment. In future refinements to the system we
will certainly not rule out the feasibility of this proposal

if the data shows that this situation occurs frequently.
Comment: Comenters requested clarification of the
procedures HHAs and other providers will follow to comruni cate
t he necessary charges of DME and the osteoporosis drug.
Response: The current communication |level that is
necessary to effectively neet the DME and osteoporosis drug
needs of home health patients will continue under PPS. Both
DVE and the osteoporosis drug are paid outside of the PPS
rates. As DME covered as a honme health service, is no |onger
subject to the consolidated billing requirenents governing
home health PPS, the status quo for the provision of DVE wil

continue under PPS. The osteoporosis drug is subject to the

consol idated billing provisions although it is paid outside of

the PPS rates. HHAs will no | onger be able to unbundle the

osteoporosis drug to a Part B supplier. The HHA will have to

bill Medicare directly for the osteoporosis drug and any

appl i cabl e supplier will have to |look to the HHA for paynent.
Comment: Commenters requested clarification of

consol idated billing requirements governing billings and

paynents for services at hospitals, skilled nursing
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facilities, and rehabilitation centers when they include
equi pnment too cunmbersone to bring to the hone.

Response: Paynments for services at hospitals, SNFs, and
rehabilitation centers when they include equi pnent too
cunmbersone to bring to the home have been incorporated into
t he baseline cost data used to develop the PPS rates and are
included in those rates. Those services are also subject to
t he consolidated billing requirenents. Therefore, the HHA
cannot unbundle the services to a Part B supplier. The HHA
must provide the services either directly or under arrangenent
and bill Medicare directly for paynent.

R. Physician Certification of the HHRG (8484.22)

Comrent: Several comenters requested the elimnation of
t he proposed requirenment governing physician certification of
the HHRG. I n general, conmmenters objected to the burden
associated with this requirenent and questioned its |ogic.
Comrent ers al so argued that physicians would not be able to
conply with the requirenment of certification of the HHRG

Response: We proposed to require the physician to
certify the appropriate case-m x wei ght/ HHRG as part of the
required physician certification of the plan of care. This
was an attenpt to have the physician nore involved in the
decentralized delivery of home health services. However,

based on the nunber of negative responses fromcomenters and
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our reevaluation of this issue, we have decided to elimnate
this requirenent and focus our attention on physician
certification efforts and education in order to better involve
t he physician in the delivery of hone health services. 1In
this final rule, we are deleting proposed 8424.22(a)(1)(v) to
remove this requirenment fromour regul ations.

S. Small Rural Providers

Comment: Several commenters suggested that we recognize
several small rural exceptions to the national episode paynent
rate and LUPA policy that would nore appropriately recognize
t he special needs of small rural providers. Comenters
suggested that the paynent rates are inadequate to neet the
special travel needs and potential econony of scale challenges
that commenters believe small rural HHAs encounter.

Comrenters believed the data used to devel op the PPS did not
i ncl ude or adequately reflect the behavior of small rural
HHAs, and therefore believed it would be difficult to predict
t he inpact of PPS on small rural HHAs. Conversely, other
commenters specifically recommended no exception for smal
rural HHAs

Response: In our re-exam nation of the small rural
i npact issue, we did not find data to support the rura
differentiati on suggested in the comments submtted. CQur

anal ysis included the subcategorization of data into
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i ncreasi ng degrees of rural renoteness. As denonstrated in
t he anal ysis bel ow, the subcategories did not yield a
significant differentiation in costs associated with resource
needs and service delivery in rural areas. W do not believe
that rural providers will be disadvantaged under HHA PPS.
However, we will continue to | ook at alternatives regarding
beneficiary access to Medicare hone health services in renote
areas. We will continue to analyze this conplex issue with
new data under HHA PPS. |If and when an adjustnent is

justified, we will refine the system accordi ngly.



Rur al Conti nuum Code Status Tabl e

PROVIDER TYPE CONTINUUM Average Cost Per Average Cost Per
CODE 1/ Beneficiary 1997 2/ Beneficiary 2001 3/

Free Standing For Profit Agencies 0 $6,622 $4,079
Free Standing For Profit Agencies 1 $12,632 $3,939
Free Standing For Profit Agencies 2 $7,367 $5,397
Free Standing For Profit Agencies 3 $7,965 $6,577
Free Standing For Profit Agencies 4 $6,400 $5,330
Free Standing For Profit Agencies 5 $7,014 $5,997
Free Standing For Profit Agencies 6 $6,367 $4,230
Free Standing For Profit Agencies 7 $7,671 $4,333
Free Standing For Profit Agencies 8 $5,838 $4,971
Free Standing For Profit Agencies 9 $4,871 $4,266
Free Standing Governmental 0 $3,758 $2,589
Agencies

Free Standing Governmental 1 $2,325 $2,370
Agencies

Free Standing Governmental 2 $4,117 $2,938
Agencies

Free Standing Governmental 3 $4,054 $3,407
Agencies

Free Standing Governmental 4 $3,683 $2,975
Agencies

Free Standing Governmental 5 $4,459 $3,495
Agencies

Free Standing Governmental 6 $3,204 $2,375
Agencies

Free Standing Governmental 7 $3,905 $3,253

Agencies
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PROVIDER TYPE CONTINUUM Average Cost Per Average Cost Per
CODE 1/ Beneficiary 1997 2/ Beneficiary 2001 3/

Free Standing Governmental 8 $3,046 $2,572
Agencies

Free Standing Governmental 9 $3,170 $2,477
Agencies

Free Standing Non-Profit Agencies 0 $5,341 $3,035
Free Standing Non-Profit Agencies 1 $4,258 $3,871
Free Standing Non-Profit Agencies 2 $4,897 $2,991
Free Standing Non-Profit Agencies 3 $4,069 $3,162
Free Standing Non-Profit Agencies 4 $3,279 $2,810
Free Standing Non-Profit Agencies 5 $6,124 $4,630
Free Standing Non-Profit Agencies 6 $5,730 $3,320
Free Standing Non-Profit Agencies 7 $5,146 $3,638
Free Standing Non-Profit Agencies 8 $3,620 $3,692
Free Standing Non-Profit Agencies 9 $6,546 $4,899
Provider Based Agencies 0 $5,488 $3,233
Provider Based Agencies 1 $4,049 $3,498
Provider Based Agencies 2 $4,553 $3,845
Provider Based Agencies 3 $4,418 $3,015
Provider Based Agencies 4 $2,834 $2,757
Provider Based Agencies 5 $4,358 $3,322
Provider Based Agencies 6 $3,973 $3,212
Provider Based Agencies 7 $4,221 $2,938
Provider Based Agencies 8 $2,355 $1,496
Provider Based Agencies 9 $4,553 $3,580

1/ Source: Bureau of Census'

popul ati ons.
2/ Source: Audited Cost

3/ Source: Audited Cost

ur ban and rur al

Report Sanpl e Data
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cl assification of

Report Sanpl e Data updated to FY 2001



CODE DEFI NI TI ONS*
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0O Central counties of metro areas of 1 mlIlion population or
nor e

1 Fringe counties of netro areas of 1 mllion population or
nor e

2 Counties in netro areas of 250,000 to 1 mllion popul ation

3 Counties in metro areas of fewer than 250, 000 popul ation

4 Urban popul ati on
area

5 Urban popul ation
area

6 Urban popul ation
area

7 Urban popul ation
nmetro area

8 Conpletely rural
adj acent to a netro
9 Conpletely rural

adj acent to a netro

of 20,000 or nore, adjacent to a netro

of 20,000 or nore, not adjacent to a netro

of 2,500 to 19,999, adjacent to a netro

of 2,500 to 19,999, not adjacent to a

or fewer than 2,500 urban popul ati on,

ar ea

or fewer than 2,500 urban popul ati on, not

ar ea
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Rural Frontier Status Table

PROVIDER TYPE FRONTIER Average Cost Per Average Cost Per
STATUS ¥ Beneficiary 1997¢ | Beneficiary 20012

Free Standing For Profit Agencies no $6,858 $4,664

Free Standing For Profit Agencies yes $4,179 $4,620

Free Standing Governmental Agencies no $3,579 $2,803

Free Standing Governmental Agencies yes $2,450 $1,758

Free Standing Non-Profit Agencies no $4,921 $3,118

Free Standing Non-Profit Agencies yes $6,926 $2,785

Provider Based Agencies no $4,500 $3,344

Provider Based Agencies yes $3,999 $2,942

1/ Frontier Status is defined as 6 or fewer persons per square mile.

2/ Source: Audited Cost Report Sample Data

3/ Source: Audited Cost Report Sample Data updated to FY 2001

T. Wage | ndex

Comrent: We received several comments regardi ng the wage
index that is used to standardi ze and adjust the rates. The
comment ers suggested that the hospital wage i ndex m ght not
adequately represent wages paid by HHAs. Many comenters
suggested the devel opnent of a home health specific wage
i ndex. Several of the commenters that suggested the hone
heal th specific wage index believed the hospital wage index
did not adequately represent the cost of rural wages. A few
comment ers expressed concern with our proposed approach that

continues to apply the wage i ndex adjustnment based on the site
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of service of beneficiaries rather than the |location of the
parent office. Several comenters suggested that a few wage

i ndex val ues included in Table 4 of the proposed rule were

incorrect. A comenter suggested the application of the

| at est hospital wage index with exclusion of physician and
resident costs and hours fromthe cal cul ation. Several
commenters were concerned with the application of the wage
i ndex when the patient transfers m d-episode or rel ocates
during the episode.

Response: As indicated in the proposed rule, we are
using the latest pre-floor and pre-reclassified hospital wage
i ndex. We used the |latest pre-floor and pre-reclassified
hospital wage index that was available at the tine of
publication of the proposed rule.

VWil e we appreciate the intent of a honme health specific
wage i ndex, we want to point out that our previous efforts in
devel opi ng such an index resulted in weights that the industry
i mredi ately repudi ated because it was viewed | ess favorable
than the pre-floor and pre-reclassified hospital wage index.
The industry had concerns with the methodol ogy used to devel op
a home health specific wage index. These concerns coupl ed
with our |ack of applicable home health specific data resulted

in our adoption of the hospital wage index in our approach to
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adj usting the | abor portion of the fornmulas. In future
refinements to the PPS we will certainly not rule out the
feasibility of this recomendati on.

We have decided to continue basing the application of the
wage i ndex on the site of service of the beneficiary under
PPS. W believe this is the nost equitable recognition of the
wage conmponent for service delivery. Based on commenters
concerns with incorrect values included in Table 4 of the
proposed rule, we re-exam ned our data. Based on the data
avail able at the tinme of publication of the proposed rule,
both Tables 4A and B in the proposed rule are correct. W
use, and will continue to use the pre-floor and pre-
reclassified hospital wage index val ues which are not
published in the annual inpatient hospital PPS notice. W
believe this my be the source of some confusion reflected in
t he coments.

If there is a PEP adjustnment, whether it is a transfer or
di scharge and return to the sane HHA during the 60-day
epi sode, the patients site of service is the |ocation of
application of the appropriate wage i ndex value. The wage
i ndex based on the beneficiary site of service adjusts the
| abor portion of the original proportional paynment and wil|
al so adjust the | abor portion of the new 60-day episode

paynment resulting fromthe intervening event. The PEP
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adjustnment is viewed as two discrete situations: (1) the |abor
adj ust ment of the original proportional paynent and (2) the

| abor adjustnent of the new 60-day epi sode paynent resulting
fromthe intervening event. |If a beneficiary changes

| ocations during the episode (for exanple, nmoves in with a
famly nmenber), then the MSA or non-MSA at the start of the
epi sode governs the | abor adjustnment of the episode paynent
for the bal ance of the episode. The new MSA or non- MSA
corresponding to the new | ocati on would begin with the
subsequent epi sode.

U. Mar ket Basket

Comment: One commenter requested further clarification
of the market basket used to update the cost data for
inflation.

Response: We believe the market basket update was
adequately described in the proposed rule (64 FR 58149). See
section IV.B.2. of this rule for further clarification on the
home health market basket. W are avail able to answer
specific questions any comenters may have on an indivi dual
basi s.

V. Alternative Methods of Care

Comment: Sonme commenters suggested the need to recognize

al ternative nmethods of care under PPS such as tel emedicine or

ot her i nnovati ons. Commenters recomended such alternative
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met hods as a way to inprove service delivery to patients and
pronote efficiencies.

Response: While we appreciate the intent of this
comment, at this point the nodality of tel enedicine has not
been adequately defined nor are there established safety and
effectiveness standards across the continuum of products.
Thus, we do not intend to change the current definition of a
visit governed by 8409.48(c) which states, "A visit is an
epi sode of personal contact with the beneficiary by staff of
t he HHA or others under arrangenents with the HHA for the
pur pose of providing a covered service.” There is nothing to
preclude an HHA from adopti ng tel enedi ci ne or ot her
technol ogi es that they believe pronote efficiencies, but those
untested technologies will not be specifically recognized and
rei mbursed by Medicare under the honme health benefit.

W _ Discrimnation

Comrent: A few commenters argued that the PPS as
proposed di scrim nates agai nst States, provider types, classes
of patients, and the inpoverished and poorly educated due to
their disproportionate nunbers in certain States and regions
of the country.

Response: The PPS was devel oped based on national norns
and is intended to elimnate previous patterns of care that

never related to patient need. W believe the case-m x
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met hodol ogy, significant change in condition adjustnent, and
cost outlier paynments as devel oped in the system treats all
patients across the country equitably in relation to their
condi tion.

X. Ot her Federal Requirenents

Comment: A few commenters suggested that HHAs shoul d not
be required to conply with new Occupational Safety and Health
Adm ni stration standards or any other new Federal requirenents
prior to PPS inplenentation.

Response: Vhile we appreciate the concerns of the
commenters, it is beyond the scope of our authority to place a
nmorat ori um on the application of regulations from ot her
Federal agencies or other statutory Medicare requirenents.

Y. OASI S Assessnent _and Plan of Care Certification Transition

Concerns

Comment: Several commenters requested clarification of
requi rements governing OASI S assessnents and plan of care
certifications for inplenmentation October 1, 2000. Comenters
rai sed concerns regardi ng burden and costs associated with
conplying with the requirenment that all patients be grouped
into appropriate case-m x classifications and plan of care
certifications for the October 1, 2000 inplenentation date.

Response: We addressed this concern in the proposed

rule. We proposed to provide a one-tinme grace period in order
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to ease the transition to PPS for patients under an
establ i shed OASI S assessnent and certified plan of care prior
to PPS i npl enentation on October 1, 2000. We proposed if a
beneficiary is under a hone health plan of care before October
1, 2000 and the HHA has conpleted a Start of Care or Fol |l ow Up
OASI S assessnent earlier than Septenber 1, 2000, the HHA nust
conplete a one-time additional Follow up OASI S assessnent
using the nodified OASIS B-1(8/2000) at |east 5 days before
Cct ober 1, 2000 for purposes of case-m x classification. The
modi fied OASI S B-1(8/2000) is available on the HCFA I nternet
site at: http://ww. hcfa.gov. |If a beneficiary is under an
establ i shed honme health plan of care before October 1, 2000,
and the HHA conpleted a Start of Care or Follow Up OASI S
assessnent using the nodified OASI S data set B-1(8/2000) on or
after Septenmber 1, 2000 and does not wish to do a one-tine
OASI S at the inception of PPS, the HHA may use the earlier
OASI S assessnent.

We proposed a simlar one-nonth grace period for
physi cian certifications of the plan of care. |In the Cctober
28, 1999 proposed rule (64 FR 58195), we proposed, “If a
beneficiary is under an established home health plan of care
before October 1, 2000 and the certification date is on or
after Septenber 1, 2000 and the HHA in conjunction with a

certifying physician does not wish to do a one-tinme additional
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recertification of the plan of care at the inception of PPS,
the HHA may use the recertification date (Septenber 1, 2000
t hr ough Sept enber 30, 2000) fromthe earlier version of the
plan of care. This is a one tine grace period.” W believe
it is inportant to allow a one tinme grace period for plan of
care certifications to ease transition concerns.

A beneficiary under an established plan of care as of
Sept enber 1, 2000, may have a one-tine inplenentation grace
period for the plan of care certification requirenments for a
maxi mum period of up to 90 days (Septenber 1, 2000 through and
i ncl udi ng Novenmber 29, 2000). This one-tinme grace period to
all eviate i nplenmentation burden nust be done in conjunction
with a certifying physician. The regulatory requirenents
governing the Medicare hone health benefit before
i npl ement ati on of PPS would apply to the certification period
up to and including Septenber 30, 2000. Hone health agencies
in conjunction with a certifying physician will have to
docunment a break in ordered services for the pre-PPS physician
ordered services (Septenmber 1, 2000 through and incl uding
Sept enber 30, 2000) and all post-PPS physician ordered
services as of PPS inplenentation on October 1, 2000. The
docunment ed break in services during the one-tine
i mpl ementati on grace period for the plan of care certification

requi renments for a maxi num period of up to 90 days is required
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in order to ensure the alignnent of all certified episodes and

OASI S assessnents as of PPS inplenentation on October 1, 2000.
For exanple, a Medicare hone health eligible patient is

under a physician’s plan of care and the first billable visit

date/start of care date in the plan of care is Septenber 15,

2000. The one-tine inplenentation grace period would reflect

a plan of care that specifies physician orders for services

furni shed both before and after inplenentation of HHA PPS.

The physician orders in the plan of care would reflect

services from Septenber 15, 2000 through and i ncl udi ng

Sept ember 30, 2000. All current coverage and paynment rules

woul d apply to the services provided on Septenber 15, 2000

t hrough and incl udi ng Septenber 30, 2000. The plan of care

woul d al so specify any services ordered on October 1, 2000

t hrough and i ncl udi ng Novenber 29, 2000. The plan of care

woul d reflect the break in services both before and after

i mpl emrentation of HHA PPS. The start of care date/first

billable visit date for this patient under PPS in the plan of

care is October 1, 2000. The one-tine inplenmentation grace

peri od would require the docunentation of services in the plan

of care that were furnished both before and after

i mpl enentati on of HHA PPS and the docunentation of the new PPS

start of care date under PPS.

Many comrenters raised concern about the potential burden
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associ ated with patients who are under a plan of care prior to
Cct ober 1, 2000, but due to timng, their OASIS schedule did
not fall in the post Septenmber 1, 2000 grace period tine
frame. These patients would require OASIS reassessnent during
the last 5 days of Septenmber in order to group the patients
for purposes of case-m x classification for the October 1,
2000 PPS effective date. For sonme HHAs, this could
potentially pose a significant inplenentation burden. Thus,
we are revising our proposed approach to permt the conpletion
of the next scheduled OASIS foll owup assessnent for those
patients under an established home health plan of care prior
to Septenmber 1, 2000, but on or after August 1, 2000, to be
conpleted at the HHA's discretion during the nonth of
Septenber. Therefore, if the patient is under a hone health
pl an of care that overlaps the nmonth of August 2000, the HHA
wi ||l have the discretion to conplete the next schedul ed
Fol l ow- Up OASI S Assessnent during the nonth of Septenber

Under the one-tinme transition grace period, we are not
requiring that the OASIS assessnment be conpleted during the
required time frame during the last 5 days of the episode
certification requirenent for August and Septenber 2000. The
requi renment that the OASIS assessnent nust be conpeted during
the last 5 days of the certification period in order to case-

m x adj ust the patient for a subsequent episode certification
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wll resume with PPS inplenentation effective October 1, 2000.
If the patient is under an established certified hone health
pl an of care as of August 1, 2000 through and i ncludi ng August
31, 2000, then the HHA may conpl ete the next schedul ed OASI S
foll ow-up assessnment anytine during the nonth of Septenber
2000. For patients under an established hone health plan of
care on Septenber 1, 2000 through and including Septenber 30,
2000, then the HHA may use the nobst recent start of care or
foll owup assessnment on file for the nmonth of Septenber 2000
to group patients for purposes of case-m x PPS inpl enmentation

on Cctober 1, 2000.

Z. Billing Issues
Comrent: Several comrenters requested clarification
regarding the billing instructions governing the new PPS.

Response: Due to the highly technical nature of these
comments, we will not address those coments in this final
rule. However, we will release operational billing
instructions to acconpany the publication of this final rule.

AA. Cost Reporting Under PPS

Coment: Several comenters recommended that the
requi renment for an HHA cost report end with PPS
i mpl enent ati on.
Response: Cost reporting requirenents for HHAs will not

end with PPS. As with all other PPS systens there is



230

conti nued demand for this data. Inportantly, the data may be
used to nonitor, refine, and inprove PPS in the future.

Coment: Several comrenters requested clarification of
t he cost reporting requirenments governing the October 1, 2000
PPS i npl ementati on date. Conmmenters were concerned with cost
reporting periods that do not parallel the inplenentation date
of PPS, Cctober 1, 2000.

Response: All providers will file a full 12-nonth cost
report regardless of their specific cost reporting year. There
will be a statistical break in the cost report based on
Medi care statistics up through and including Septenber 30,
2000. Under PPS, the cost report will capture all statistical
data for both costs and statistics for all subsequent periods.
A provider’s cost reporting year will not be affected by the
i mpl enrentation of PPS. We will provide nore detailed
instructions on PPS cost reporting instructions in subsequent
programinstructions and revisions to the Provider
Rei mbur senment Manual

Comrent: Commenters requested clarification of the
application of the interim paynent systemcost |limts for the
period of a cost reporting period that nmay overlap the date of
i mpl enentation of PPS. Comenters wanted clarification on
whet her or not the interim paynment systemcost limts will be

pror at ed.
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Response: The interim paynent systemcost limts (per-
visit limt and per-beneficiary limt) will not be prorated.
Full application of the limts will apply to the cost
reporting year subject to the interimpaynent systemlimts.

Comrent: A comenter suggested a cost reporting
mechani sm for the identification of nontraditional hone health
services and their costs.

Response: Currently, there is no cost reporting
mechani sm for the separate identification of non-traditional
Medi care costs. At their own option, providers may accunul ate
detailed statistics within their own accounting system

BB. OASI S Data and G ouper | ssues

Many of the OASIS comments were highly technical or not
within the paraneters of this final rule. Interested parties
can get assistance with their queries on an individual basis
as well as through the RHHIs and on HCFA' s hone page. W have
provi ded general responses to the follow ng OASI S dat a
coment s:

Comrent: A few commenters reported that State OASIS
personnel are stating that paynments to HHAs under PPS will be
based upon actual bills submtted.

Response: This information is incorrect. W have
provi ded State OASI S Educati onal Coordinators (OEC) with the

authority and responsibility to educate HHA provi ders about
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the i nplementation of the clinical aspects of the OASI S data
set in their agency, and with the reporting and transm ssion
requirenents of the data set needed to go fromthe agency to
the State system They are not trained to answer questions
about reinbursement. The RHHI s have the background and
knowl edge to educate HHA providers on the reinbursenent aspect
of HHA PPS. HHAs are free to contact their RHH on questions
concerni ng rei nbursenent under HHA PPS.

Comrent: One commenter requested that we use the
criteria of hospitalization as an indicator for a PEP
adj ustment due to concerns with the inpact on outcone
t racki ng.

Response: As discussed previously in our response to
comments concerning the PEP adjustnment, we have re-exam ned
our approach due to intervening hospitalizations and potenti al
di scharge concerns. W have provided consistency to the
extent possible to ensure adequate paynent |evels and
correspondi ng outcone tracking for quality purposes.

Comrent: A few commenters requested clarification of the
paynment approach for pre- and post-partum Medicare disability
patients who are not required to have an OASI S assessnent.

Response: \While the OASIS data set was not designed for
t he assessnment of the clinical needs of the maternity patient,

and the maternity patient is excluded by regulation fromthe
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collection of the data set, the reinbursenent system w ||
require a home health resource group (HHRG to be submtted on
the claim In the rare case of a pre-or post-partum Medicare
maternity patient, the HHA will need to conplete the
conprehensi ve assessnents at the specified time points, which
are required for production of the HHRG. The HHA can pl ace
t hat HHRG group case-m x nunber on the claimto receive
paynment. The HHA is not required to transmt the assessnents
to the State Agency, but nust include those assessnments in the
clinical record at the agency.

We believe the majority of this type of maternity patient
will be held at the LUPA level. If, in the rare instance the
patient requires nore than four visits, we would suggest the
HHA conplete an OASIS in order to ensure adequate paynent
| evels. We believe this would be true for the Medicare
di sabl ed popul ation under 18. |If the patient was at the LUPA
level, in all Iikelihood he or she would be classified into
the lowest HHRG | evel and ultinmately paid at the LUPA | evel at
the end of the episode.

Comment: A few commenters requested clarification on the
proper OASIS schedul e that should be used for a private pay or
Medi caid patient who is in a current OASIS assessnent peri od
t hat becones eligible for Medicare home health benefits during

t hat peri od.
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Response: All Medicare cases require a new Start of Care
OASI S assessnent to group the patient for paynent purposes and
assess the patient for care planning at the tine the patient
becones Medicare eligible.

Coment: Several comenters requested access to the
grouper prior to the publication of the final rule.

Response: We provided draft grouper software on the HHA
PPS HCFA website during the comment period of the proposed
rule. Providers could downl oad the grouper software in a PC
EXCEL format. We plan to also provide the final grouper on
t he HCFA HHA PPS website.

Comment: Some commenters questioned the affect untinely
reporting of OASIS date or the absence of it would have on
paynment .

Response: An HHRG cannot be generated w thout a
conpleted OASIS. The RHHI w |l not accept a billed HHRG
unl ess the OASI S that supports the billed case-m x
classification is encoded by the agency, electronically
transmtted and accepted by the State’s OASIS repository.

Comment: A few commenters were concerned with potenti al
i npl ement ati on costs associated with the OASIS schedul es used
to group patients for case-m X purposes.

Response: In section IV.C. of this rule, we set forth

t he paynent nethodology for the first year of PPS one-tine
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adjustnent reflecting inplenentation costs associated with
revised OASI S schedul es needed to classify patients into
appropriate categories for paynent. W have provided
clarification of the proper OASIS assessnent schedul e used to
group patients for case-m x based on the patient’s episode
status. Further clarification will be provided in subsequent

program instructions.
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Type of Episode or Adjustment

OASIS Assessment: M0100 & M0825 Response Selection

1. Initial, whether first or new 60-day episode resulting from PEP

Adjustment

Start of Care:

(M0100) RFA 1 and (M0825) select 0-No or 1-Yes*

2. SCIC with intervening Hospital Stay during current episode

Resumption of Care:

(M0100) RFA 3 and (M0825) is 0-No or 1-Yes*

If a patient was transferred to the hospital without agency discharge during the
current episode, the required assessment upon return to home is the Resumption of
Care assessment (RFA 3). The Resumption of Care assessment is required within 48
hours of the patient’s return from the inpatient facility. The Resumption of Care
assessment (RFA 3) also serves to determine the appropriate new case-mix

assignment for the SCIC adjustment.
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3. SCIC with intervening Hospital Stay at the end of an episode

Resumption of Care:

(M0100) RFA 3 and (M0825) is 0-No or 1-Yes*

and Follow up (M0100) RFA4 and (M0825) is 0-No or 1-Yes*

If a patient was transferred to the hospital without agency discharge, the required
assessment upon return to home is the Resumption of Care assessment (RFA 3).
The Resumption of Care assessment is required within 48 hours of the patient’s
return from the inpatient facility. The recertification ( Follow-up, RFA 4)
comprehensive assessment is required in the last five days of the certification
period; for payment purposes, this assessment is used to determine the case-mix
assignment for the subsequent 60-day period. If the second part of the SCIC
adjustment occurs in the last five days of the certification period, two
comprehensive assessments are required. One assessment will be done for the
resumption of care (RFA 3) and (M0825) select 0-No or 1-Yes; the other will be done
for the recertification (Follow-up) assessment (RFA4) and (M0825) select 0-No or 1-
Yes.* The reason two assessments are required is that therapy need must be

predicted and reported on the OASIS record for each discrete 60 day episode.

4. SCIC without intervening Hospital Stay

Other Follow-Up Assessment:

(M0100) RFA 5 and (M0825) select 0-No or 1-Yes*

5. Subsequent 60-day episode due to the need for continuous

home health care after an initial 60-day episode

Recertification (Follow-up):

(M0100) RFA 4 and (M0825) select 0-No or 1-Yes*
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* (M0825) = NA is applicable only when response (M0150) - response 1(traditional Medicare fee-for service) is not selected
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CC. Medi cal Revi ew Under PPS

Comment: A nunber of commenters expressed concerns
pertaining to the initiation of medical review activities
for home health clainms under the prospective paynent
system and suggested there should be a noratoriumon or a
del ay of nedical review. Ohers proposed a limt on the
anount of and/or the kind of nedical review perfornmed.

Response: We believe it is inportant to inplenment
medi cal review activities at the start-up of the new
prospective paynent system As problens with specific
home health clains are identified, contractors will be
able to educate the honme health agencies to prevent
future billing errors. W have been working hard to
devel op an effective nmedical review strategy that wll
guard agai nst program vul nerabilities unique to the PPS
environnent, be fair to hone health providers, and neet
t he goal of paying clainms correctly.

Comment: Comenters asked that we clarify the
medi cal review process. One comenter asked if the RHHI s
wi || change the case-m x assignnment based on the nedical
review determ nation, and if so, asked what appeals
process will be available to the agencies.

Response: For the nost part, nedical reviewers wll
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continue to performthe sanme types of reviews that were
conducted prior to inplenentation of PPS. For exanple,
they will review to ensure that the beneficiary neets the
requi renents for Medicare home health coverage, and that
services provided were reasonabl e and necessary and
appropriately docunented. One additional aspect of the
review strategy will focus on the OASIS information and

whet her it is supported by docunentation in the nedical

record. |If the RHH determ nes that a case-m x
assignnent is not appropriate, they will adjust the case-
m x group accordingly. Agencies will continue to have

all appeal rights currently associated with hone health
cl ai nms.

Comment: A commenter suggested that we inpose tine
l[imts on contractors to conplete nedical review
activities within a prescribed amunt of tinme after
recei ving requested nedi cal docunentati on.

Response: We have not prescribed specific
contractor nedical reviewtime frames. We agree that
this may be an issue that warrants further consideration;
however, it is beyond the scope of this regulation and we

wll revisit this issue if warranted.
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Comment : Several comenters expressed concerns
about cash flow issues if providers are placed on focused
medi cal review and recommended that we prohibit
sequential billing. Oher commenters asked how nedi cal
review of an epi sode woul d affect subsequent episodes.

Response: We are sensitive to provider cash flow
concerns and desires to balance legitimte provider
concerns with Medicare’'s stewardship responsibilities.
Sequential billing is not a requirenent in the hone
heal th PPS, therefore nedical review of one episode wll
not automatically delay paynment for subsequent episodes.
However, we may reduce or di sapprove requests for
antici pated paynments in those situations in which
protecting Medicare programintegrity warrants these
actions.

Comment: Several comenters expressed concerns
about vulnerabilities presented by the prospective
paynment system

Response: We recognize that there are unique
program vul nerabilities related to the prospective
payment environnment. However, we believe we have
identified possible vulnerabilities and random revi ew

w Il assist us in assessing vulnerabilities and problens
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on an ongoi ng basis. W are working with the RHHI s and
hone health providers to address them as we devel op the
medi cal review strategy.

Coment: A comenter recomended that RHHI s review
the patient’s plan of care (POC) and all visit
docunent ati on before determ ni ng whether or not patients
qualify for full episode paynments or therapy threshol ds.

Response: We agree, and for clains selected for
medi cal review, RHHIs will consider all avail able
information fromthe agency for the episode billed in
determ ni ng paynment. That information may include al
visit informati on such as nursing and therapy notes,
treatment and flow charts, and vital sign records, weight
charts, and medication records. |In addition, the
solicited information may al so i nclude the OASIS, the
patient’s POC, physician orders, hospital discharge
summari es and transfer fornmns.

Comment: One commenter asked if HCFA expects
significant changes in the nunbers of denials under PPS.

Response: It is our goal to reduce paynent errors.
Because this is a new paynment nethodol ogy, it is
difficult to predict whether there will be changes in the

denial rate for hone health cl ai ns. We believe that
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education and early intervention is key to ensure proper
billing under the new paynent nethodol ogy, and can help
reduce both denials and errors by increasing conpliance.

DD. Qual ity Under PPS

Comment: We received a few conments requesting
clarification of the quality inprovenent approach
proposed under PPS.

Response: Efforts are currently underway to devel op
systens to generate outcone based quality inmprovenent
reports based on the OASIS that can be used to assess the
qual ity of care at hone health agencies, assist the
States in their survey and certification responsibility,
and provide information to hone health agencies to assi st
themin ongoing quality inprovenent. Part of this effort
is the inplenentation of the Home Health Qutcome Based
Quality Inprovenment System pil ot project where the Peer
Revi ew Organi zations (PROs) will act in a supportive role
to assess and support quality inprovenent efforts in hone
heal th agencies. The Honme Health Qutcone Based Quality
| mprovenent (HH OBQ) Systemis being inplenented as a
pilot project in five States through the PRO program
The HH OBQ systemw || explore the feasibility of

provi di ng assistance to HHAs in their efforts to
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i npl ement and manage new progranms for quality
i nprovenent. After a conpetitive solicitation to al
PROs, HCFA selected the Maryl and PRO, the Del marva
Foundation for Medical Care, Inc., as the lead or Honme
Health PRO (HH PRO). As the HH PRO, Del marva wil |
oversee the inplenentation of the project, coordinate the
efforts of the four pilot PROs, and al so serve as the
fifth pilot PRO. The PROs for M chigan, New York, Rhode
| sland, and Virginia have al so been selected as pil ot
PROs. The HH PRO will distribute information and
gui dance to the pilot PROs based on OASI S out cone
reports, and its own analysis of OASIS data obtained from
the national OASIS repository. The pilot PROs will, in
turn, provide education and consultation to hone health
agencies to assist themin devel opi ng and managi ng their
outcone based quality inprovenent prograns. The pil ot
PROs will also provide consultation to State agencies,
RHHI s and HCFA conponents in interpreting and using the
outconme reports to assess hone health quality.

EE. Medi care Secondary Pavor ( MSP) Under PPS

Comment: A few commenters raised concerns regarding
the treatnent of MSP under home health PPS.

Response: The statute governing home health PPS was
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silent regarding the treatnment of MSP. The current

requi renments governing MSP will continue under the hone
health PPS environnment. |f warranted, further technical
clarification will be provided in operational program

instructi ons.

FF. Appeal Ri ghts Under PPS

Coment: Several comrenters requested clarification
of provider appeal rights under honme health PPS.

Response: Under the home health PPS, HHAs will have
appeal rights conparable to the current environnent.
They will not be able to appeal the request for
anticipated paynment of the initial percentage paynment for
t he episode, but they will be able to appeal a denial or
down-codi ng by the internmediary where itens or services
were found as to be noncovered custodial care or were not
reasonabl e and necessary AND where the intermediary finds
that the beneficiary or provider should have known t hat
t hey were excluded from coverage under the program (42
CFR 8405.704(c)).

Comment: Some commenters asked about beneficiary
appeal rights under home health PPS, specifically denmand

billing procedures.
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Response: We are currently review ng demand billing
procedures to determ ne whether they nust be nodified to
take into account differences between HHA reasonabl e cost
billing and the HHA PPS.

GG. Suggesti ons for HCFA

Comment: Several comenters sent conments on ot her
regul ati ons that were outside the scope of this rule. 1In
addition, sone comenters requested changes to the
current statutorily required eligibility requirenents,
plan of care certification requirenents, other coverage
requi renments that were not set forth in the proposed rule
and the request to publish aspects of the final
regul ati on on a faster publication track.

Response: These coments cannot be addressed in
this rule, as this rule does not pertain to current |aw
governing eligibility or plan of care certification
requi renents and therefore, we cannot anend these
requi renents as requested by the commenters. Due to
tight timeframes for publication of this rule, we were
unabl e to publish any portion of this rule in a separate

rul e under a quicker tinmefrane.
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Comment: Several commenters recommended that we
review all regul ations and manual instructions for
consi stency.

Response: We have reviewed and will continue to
review all current instructions and provi de correspondi ng
manual revisions and operational instructions that
reflect the final policies set forth in this rule.

Comment: Several commenters suggested the need for
formal quarterly neetings with industry representatives
or other industry groups to develop the final rule and
provide a forum of open communi cati on.

Response: We will continue to strive to keep the
i nes of communication open with our external
environnent. There are several requirenents that govern
t he rul emaki ng process that inhibit consultation with
out si de groups. However, we will continue to ensure that
we are available to clarify concerns and listen to our

st akehol ders t hroughout the process.



