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Project Overview

The Improving Medicare Pogtcute Care Transformation Act of 2014 (IMPACT Actequires

that the Secretaryf the Department of Health and Human Serviogdementsubmission of

standardized dafaom postacute care (PAC) provideusing the assessment instruments that

CMS currently requres for use by Home Healthg&nciegHHAS), InpatientRehabilitation

Facilities (IRFs), Long-Term CareHospitals(LTCH), andSkilled Nursing Rcilities(SNF9. It

requires the submission of standardized data on specified assessment domains and specified
gual ity measurement domai ns. It specifies tha
to allow for the exchange of such data among suchgmse cee providers and other providers

and the use by such providers of such data that has been exchanged, including by using common
standards and definitions in order to provide access to longitudinal information for such

providers to facilitate coordinatedear and | mpr oved Medicare benef.i

CMS has contracted witthe RAND Corporation(HHSM-500-2013-130141; TO #HHSM500
T000J), to developstandardizegatientresidentassessment dagdemens to meet the
requirements as set forth under the IMPACT Act of 2014, Section 2(a)

Currently, HHAs, SNFs, IRFs, and LTCHs utilize assessment instruments for the collection and
reporting of patient medical, functional, and cognitive data to CM8se instruments ass

follows: the Outcome and Assessment Information Set (OARISfor HHAS, the Inpatient
Rehabilitation Facility Patient Assasent Instrument (IRPAI) for IRFs, the Longlerm Care
Hospital Continuity Assessment Record and Evaluation Data Set (LCDIS)@ts, and the
Minimum Data Set (MDS 3.0) for SNFs. The current assessment instruments arespettifig

and contain assessment items with varying concepts, definitions, and measurement scales. The
move towards standardized assessment data elemadlitatésccrosssetting data collection,
outcome comparison, and interoperable data exchange, while improving care coordination,
fostering seamless transitions, improving persentered outcomes and goals, and providing for
reliable information that may pport providers in making appropriate discharge placements.
Ultimately, standardized assessmeatia elementacross PAC settingsill support the priorities

of the CMS Quality Strategy, which is built from the three broad aims of the National Quality
Straegy:

1 Better Care: Improve the overall quality of care by making healthcare more
patientcentered, reliable, accessible, and safe.

1 Healthy People, Healthy CommunitiesiImprove the health of the U.S.
population by supporting proven interventions to addoesswvioral, social, and
environmental determinants of health in addition to delivering highality care.

1 Affordable Care: Reduce the cost of quality healthcare for individuals, families,
employers, and government.

! http://www.gpo.gov/fdsys/pka/BILLS-113hr4994enr/pdf/BILLS-113hr4994enr.pdf
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Project Title Development and Mainteance of PostAcute Care
CrossSetting Standardized Assessment Data

The Centers for Medicare & Medicaid Services (CM@8)cits forcomments oithe

development and use of standardidethelementsieveloped taneet the IMPACT Act domains
of: cognitive function and mental status; medical conditions andabidities; impairments
medication reconciliation; and care preferenteshis document, we summarittee background
andcurrentusage of each proposed data element

In addition to geneal commentsCMS is specifically interested in public feedback regarding the
dimensiondelow. Please consider these topics during your review of the dratldatant
specifications:

1 Potential for improving quality , which includes consideration of thatd elemens
ability to improve care transitions through meaningful exchange of data between
providers; improve persecentered care and care planning; be used for quality
comparisons; and support clinical decisimaking and care coordinatipn

1 Validity , which includes consideration of the data elerfseeptoven or likely interater
reliability (i.e., consensus in ratings two or more assessors) and validity (i.e., whether
it captures the patient attribute being assessed)

1 Feasibility for use in PAC, which includes consideration of the data elerrsepbtential
to be standardized and made interoperable across settings; ejppoapriateness; and
relevance to the work flow across settings

9 Utility for describing case mix, which includes whether the data element could be used
with different payment models, and whetitaneasures differences in patient severity
levels relatedd resource needs.

DataElementsby Category

In the following sections, datlementsarebeingconsideredo standardizgatient/resident
assessmermtataby the categorieslelineated within th&tMPACT Act. Eachdomainsection
includes:
1 Rationale for assessing eabtmain
1 Descriptiors of theassessmemtataeclementsn eachsection including:
o Current use of the dadementsncludingdescription ofwherethe dataelement
appeas in the same, or similar, form across existing PAC assessment instruments
o Performance of theataelementsuch as interater and crossetting reliability
estimates
o Proposed modification® the datalementif applicable
0 Request for public comment
0 Details onhow dataelementsareadminisered and coded

Fordata elements thatereevaluated inthe PostAcute Care Payment Reform Demonstration
(PAC PRD) we providekappa statisticthat indicatea measurement oéliability. The kappa
6



statistic isthe result of a calculation measuring whether towmorepeople using the same
assessment tool woutdspond t@ data elemenin the same way. Calculatédppavaluesrange
from O to 1 For the purposes of this studgnd following general usagthe range of agreement

is defined as followsmoderateagreementkappa> 0.40; substantiahgreementkappa> 0.60;
andalmost perfecagreementkappa> 0.80. In general, data elements evaluated in the PAC PRD
hadsubstantial agreemeness than 20 percent of the data elemlatskappa values lower than
0.60.

Of note, the PAC PRD, authorized by the Deficit Reduction Act of 2005, was a first step toward
harmonizing data elements across PAC settings. In the PAC PRD, Congress directed CMS to
address the relative costliness and outcomes of similar types of Medicare beneficiaries
discharged to different PAC settings. As part of meeting this objective, the destionst

developed a uniform patient assessment instrument, called the Continuity Assessment Record
and Evaluation (CARE) tool, to collect data on the medical, functional, and cognitive status of
patients at admission or discharge from a PAC setting. TheEQ8®& was tested across PAC
settings in over 200 providers in 11 geographically diverse markets, resulting in 455 patient
assessments that formed the basis for robustiater and crossetting reliability estimates for
most dataelementsn the CARE ool.






DOTPACARE

The Developing Outpatient Therapy Payment Alternatives (DOTPA) project had two main
purposes: to identify, collect, and analyze theraggtedinformation tied to beneficiary need

and the effectiveness of outpatient therapy services, and to explore payment method alternatives
to the current financial caps on Medicare outpatient therapy serniibesDOTPA Continuity
Assessment Record and Evalaat(CARE) tooldata elementassess cognitive function in all
patients/residents to allow for a broad assessment over time of multiple cognitive components
The subset of CARE data elements pertaining to memory, attention, and problem lsah&ng

been reommended for inclusiomhese DOTPAdata elementscore functional performance and
record level of assistandeoth of whichare essential for risk adjustment atischarge planning

Data elementspecificatiors

The DOTPA study tested the tools whfedicare beneficiaries in a variety of settings, including

SNFs and | RFs, and found them t o'TheendiViduaghl y r e
scales were tested as part of élctvity measure for post acute cée! -PAC assessment and

showed high testetest reliability (0.940.97), high subjegproxy reliability (0.680.90), high
settingspecificintraclass correlation coeffient (CCs 0.820.93), and high internal consistency
reliability (CrmBbach’s alpha = 0.90

CMS is soliciting comment on tH2OTPA CARE data elemestas shown below.



INSTRUCTIONS:
al!tf AdSya Ay { SOdrébaséd on staff/cabelyivet input brlchard
review.Dob2G ! a1 tlI GASYylikwSaARSy(odé

Aba Does the patient/resident have any problems with memory, attention, problem
solving, planning, organizing, or judgment?

A 0=No
A 1=VYes
A 9 = Unknown or unable to assess

l'pod® tfSFasS RSaONKyUSQ &l KLSNPLAH f 1S\YSay (eQhaik KN JBUEKA
attention, problem solving, planning, organizing, and judgment.

A 0 =Mildly impaired: Demonstrates some difficulty with one or more of these
cognitive abilities

A 1 =Moderately impaired Demonstrates marked fficulty with one or more of
these cognitive abilities

A 2 =Severely impairedDemonstrates extreme difficulty with one or more of
these cognitive abilities

A 9 = Unknown or unable to assess

10



A5c.How often is the patient/resident able to complesanple problemswithout
assistance

Simple problemsollowing basic schedules; requesting assistance; using a call bell;
identifying basic wants/needs; preparing a simple cold meal

Without Assistance: Patient performance without cueing, assistive devicgher
compensatory augmentative intervention

A 0= Never or Rarely
A 1= Sometimes

A 2 =Usually

A 3= Always

i

9 = Unknown or unable to assess

A5d.How often is the patient/resident able to complesanple problemsvith assistance

Simple problemsollowing basic schedules; requesting assista using a call bell;
identifying basic wants/needs; preparing a simple cold meal

With Assistance: Patient/resident performance with cueing, assistive device, or other
compensatory augmentative intervention

A 0= Never or Rarely
A 1= Sometimes

A 2 =Usually

A 3= Always

i

9 = Unknown or unable to assess

Abe.How often is the patient/resident able to completemplex problemsvithout
assistance

Complex problems: Working on a computer managing personal, medical, and financial
affairs; preparing @omplex hot meal; grocery shopping; route finding and map reading

Without Assistance: Patient/resident performance without cueing, assistive device, or
compensatory augmentative intervention

A 0= Never or Rarely
A 1 =Sometimes

A 2 =Usually

A 3= Always

i

9 = Unknown or unable to assess
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A5f. How often is the patient/resident able to completemplex problemsvith assistance

Complex problems: Working on a computer managing personal, medical, and financial affa|
preparing a complex hot eal; grocery shopping; route finding and map reading

With Assistance: Patient/resident performance with cueing, assistive device, or other
compensatory augmentative intervention

A 0= Never or Rarely
A 1= Sometimes

A 2 =Usually

A 3= Always

A

9 = Urknown or unable to assess

A5g.How often is the patient/resident able to recalhsic informatiorwithout assistance

Basic InformationPersonal information (e.g., family members, biographical information, phy
location); basic schedules; namedariliar staff; location of therapy area

Without Assistance: Patient/resident performance without cueing, assistive device, or other
compensatory augmentative intervention

A 0= Never or Rarely
A 1 =Sometimes

A 2 =Usually

A 3 =Always

i

9 = Unknown or unable to assess

A5h.How often is the patient/resident able to recalhsic informatiorwith assistance

Basic InformationPersonal information (e.g., family membebggraphical information, physice
location); basic schedules; names of familiar staff; location of therapy area

With Assistance: Patient/resident performance with cueing, assistive device, or other
compensatory augmentative intervention

A 0= Never oRarely
A 1 =Sometimes

A 2= Usually

A 3= Always

i

9 = Unknown or unable to assess
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A5i. How often is the patient/resident able to recalbmplex informatiorwithout assistance

Complex informationComplex and novel information (e.g., carry out tiplé-step activities,
follow a plan); anticipate future events (e.g., keeping appointments)

Without Assistance: Patient/resident performance without cueing, assistive device, or ot
compensatory augmentative intervention

A 0= Never or Rarely
A 1= 9%metimes

A 2 =Usually

A 3= Always

A

9 = Unknown or unable to assess

A5j. How often is the patient/resident able to recalbmplex informatiorwith assistance

Complex informationComplex and novel information (e.g., carry out multiplep activites,
follow a plan); anticipate future events (e.g., keeping appointments)

With Assistance: Patient/resident performance with cueing, assistive device, or other
compensatory augmentative intervention

A 0= Never or Rarely
A 1= Sometimes

A 2 =Usually

A 3= Always

i

9 = Unknown or unable to assess

A5k How often is the patient/resident able to completenple activitiesvithout assistance

Simple activitiesFollowing simple directions; reading environmental signs or short
newspaper/magazine/ book gaage; eating a meal; completing personal hygiene; dressir

Without Assistance: Patient/resident performance without cueing, assistive device, or ot
compensatory augmentative intervention

A 0= Never or Rarely
A 1= Sometimes

A 2 =Usually

A 3= Alvays

i

9 = Unknown or unable to assess
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A5l. How often is the patient/resident able to complete simple activities with assistance?

Simple activities: Following simple directions; reading environmental signs or short
newspaper/magazine/ book passage; eating a meal; completing personal hygiene; dressing

With Assistance: Patient/resident performance with cueing, assistive device, or other
com pensatory augm entative intervention

O 0= Never or Rarely
O 1=Sometimes

O 2=usually

O 3=Always

O

9 = Unknown or unable to assess

A5m. How often is the patient/resident able to complete complex activities without
assistance?

Complex activities: Watching a news program; reading a book; planning and preparing a meal;
managing one’s own medical, financial, and personal affairs

With out Assistance: Patient/resident performance without cueing, assistive device, or other
compensatory augm entative intervention

O 0= Never or Rarely
O 1=Sometimes

O 2=uUsually

O 3=Always

O

9 = Unknown or unable to assess

ASn. How often is the patient/resident able to complete complex activities with assistance?

Complex activities: Watching a news program; reading a book; planning and preparing a meal;
managing one’s own medical, financial, and personal affairs

With Assistance: Patient/resident performance with cueing, assistive device, or other
compensatory augm entative intervention

O 0= Never or Rarely
O 1=Sometimes

O 2=uUsually

O 3=~Always

O

9 = Unknown or unable to assess

14




CMS s seeking comment on the crassting applicability of th® OTPA CAREdata elements
Specifically, CMS is soliciting comment on the following dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 A4 -9

How theDOTPA CARHlata elements areollected

For the data elememtthat comprise DOTPA CARER clinician with experience doing cognitive
assessmentsill review the medical recoracconduct interviews with stgfinterview any others
who interacted closely with the patient/residemtiuding family, friends, and caregiv&eand
observe the patient/resident in a variety of situati®hs.information is collected within aday
assesment window.

HowtheDOTPA CARHlata elements areoded

For thegatewayquestion Abaa code oD , “ meaoordéd if the patient/resident has no
problems withthe cognitive abilities listednemory, attention, problem solving, planning,

organizing,o j udgment. A code of 1, “yes” is record
with the cognitive abilittes A code of 9, “ unksnecondedf or wunabl e t
information sources are not available and/or documentation in the medical recoslHieient

to assess this question. The assessor only continues completing the section if given the response

1, “yes. 7

FortheASbdataelement a code of O, “mildly i mpaired” 1is
demonstrates some difficulty with oneraore cognitive ability. Acodefl, “ moder ately
i mpai r ed, 'ifthe mtiemt/eesident demahstrates marked difficulty with one or more
cognitive ability A codeof 2,“severely impaired” i s fthe patienthesidenti

demonstrates extrendaifficulty with one or more cognitive abilityA codeof 9 is recordedfi

information sources are not available and/or documentation in the medicalisgostdficient

to completethis question

Forthe remaining data elementsRridblem Solving, Memoy, Attention, a odeof 0, “never or

rarely, ” i s fthe patientresidentihas never or rarely had these problemsZrdthe

look back periodA codeof 1,“sometimes ” i s fthe patienttresidentihas setimes

had these problems in tReday look back periadA codeof 2,“usually ” i s ftheecor ded i
patient/resident has usually had these problems iB-ttagy look back periodA codeof 3,

“always " i s fthe patigntresidentialways has these problems iB-tiegy look back

period. A code of 9 is recorded information sources are not available and/or documentation in

the medical recort insufficient tocompletethis question.
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T Utility for describing case mix

How the Complex Sentence Repetitiata elements areollected

Complex Sentence Repetitioan be administered by any clinician who has been trained to

conduct this assessment. Tdeessotbegins by instructing the patient/residéni am goi ng t
read you a sentence. R e p e aatsessdbtressds th@ the me e x act
patient/resident should not begin until the entire senteasdeen provided heassessathen

reads the first sentence, “After the bell rang
building.” The patient/resident gets three ch
chance, if it is not exactly correct thesessos ay st "“sLet ry t hat again” and
sentence. If it is again not correct, tesessoreads the sentence a final time. Then absessor
scores this part of the test and moves to the
westerns, latelyhehase f er r ed wat ching comedies.” I n the
not say the phrase correctly, th&sessarepeats the same process to give two more chances.

Howthe Complex Sentence Repetitidaita elements areoded

Thesetwotestsarescorad “ 1" i f the sentence was exactly
not exactly correct af no answer was given.

17






SAY TO PATIENT/REENT:
The next task involves managing medications.

F{Y t! ¢L9b ¢Reatkfendtite présyription label and find the directions for
taking this medication¢

HAND PATIENT/RESIDENT FIRST BOTTLE OF MEDICATION AND WAIT UNTIL
PATIENT/RESIDENT LOORS

GLT &2dz 6SNB Gl 1Ay3 GKAA YSRAOFGAZ2Y G(2F

SUBTASK 1:
Ada. Reports next time first medication is to be taken correctly (based on testing time,
matches direction on label)

No Assistance A

Verbal Assistance A A A

(Guiding or Directing Cues)

Visual Assistance A A A

(Gestures or Demonstration)

Physical Assistance A A A

(Tactile Cues, Physical Help)

88 = Not attempted A
(Due to environmental limitations or patieeiident safety)

ENTER SUBTASK\a SCOREA

19



ASK PATIENT/RESIDENT:
G¢KA&a YSRAOFGAZ2Y 2NHIFYAT SNI A& ftA1S | LN
[POINT] and the time of the day [POINT] along the side. Using the organizer, distribute
pills to be taken tomorrow and the following day according to the directions on the
prescription label [PAUSE].

G52 @2dz 1y2¢ oKIG @2dz FNBE (2 R2K 52 @&2d

WAIT FOR RESPONSE

SUBTASK 3
A4c. Distributes pills from first ftli bottle into correct time slots for the next 2 days (all pills
& all slots indicated; days indicated)

No Assistance A

Verbal Assistance A A A

(Guiding or Directing Cues)

Visual Assistance A A A

(Gestures or Demonstration)

Physical Assistance A A A

(Tactile Cues, Physical Help)

88 = Not attempted A
(Due to environmental limitations or patigegident safety)

ENTER SUBTASKA8; SCORE A

20



ASK PATIENT/RESIDENT:
G¢KA& YSRAOFGA2Y 2NBIFIYATSNI Aa tA1S | LA
[POINT] and the time of the day [POINT] along the side. Using the organizer, distribute
pills to be taken tomorrow and the following day according to the directions on the
prescription label [PAUSE].

G52 e2dz (y29 oKIFIG @2dz NB (2 R2K 52 @2d

WAIT FOR RESPONSE

SUBTASK 3
A4c. Distributes pills from first fii bottle_into correct time slots for the next 2 days (all pills
& all slots indicated; days indicated)

No Assistance A

Verbal Assistance A A A

(Guiding or Directing Cues)

Visual Assistance A A A

(Gestures or Demonstration)

Physical Assistance A A A

(Tactile Cues, Physical Help)

88 = Not attempted A
(Due to environmental limitations or patieeident safety)

ENTER SUBTASKA8; SCORE A
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ASK PATIENT/RESIDEND: 2 6 X LJX SI1 4SS NBFIR (G4KS LINB

O NJ
0KS RANBOGAZ2ya F2NJ GlF1Ay3a (GKAAa YSRA

O 2

O( Q)¢

[HAND CLIENT SECOND BOTTLE OF OWN MEDICATION OR BONONECGMITE
PROOEF LIBND WAIT UNTIL CLIENT LOOKS UP].

GLF &2dz 6SNB GF{Ay3 GKA&E YSRAOLFGAZ2Y (2F

SUBTASK 4
A4d. Reports next time second medication is to be taken correctly (based on testing tin
matches direction on lael)

No Assistance A

Verbal Assistance A A A

(Guiding or Directing Cues)

Visual Assistance A A A

(Gestures or Demonstration)

Physical Assistance A A A

(Tactile Cues, Physical Help)

88 = Not attempted A
(Due to environmental limitations or patieegident safety)

ENTER SUBTASK\4¢ SCORE A
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ASKPATIENG:! 3 Ay X dzaAy3a (G4KS 2NHFYAT SNE RA&(
the following day according to the prescription directions on the label. Do you know wh
82dz I NE (G2 R2KE

WAIT F&R RESPONSE

SUBTASK 6
A4f. Distributes pills from second pill bottle into correct time slots for the next 2 days (a
pills & all slots indicated; days indicated)

No Assistance A

Verbal Assistance A A A

(Guiding or Directing Cues)

Visual Assisance A A A

(Gestures or Demonstration)

Physical Assistance A A A

(Tactile Cues, Physical Help)

88 = Not attempted A
(Due to environmental limitations or patient/resident safety)

ENTER SUBTASK\&f SCORE A

INSTRUCTION
CALCULPRE AND ENTHEHRASS MEDICATION MANAGEMENT INDEPENDENCE MEAN

CMS s seeking comment on the crastting applicability of th€ ASS Medication Management
Taskdata elementsSpecifically, CMS is soliciting comment on the following dimensions:

1 Potential for improving quality
1 Validity

1 Feasibility for use in PAC

1 Utility for describing case mix

How the FASS Medication Managemeraskdata elements areotlected

ThePASSMedication Management Task protocol outlimdsch objects the clinician needs
(such as two prescription medication bottles) and how to situate the materials and the
patienfresidentat the table. Following the protocol and script, the clinician asks the
patientresidento perform each task and observes how well the pAgsidenis able to
complete each one terms of task independence, task safety, and task adequacy oufthenes

23



clinician can help the patignesidentwith tasksif necessary, but assistance must be recorded in
the final score.

Howthe PASS Medication Managemérdaskdata elements areoded

Eachdata elemenh PASSMedication Managemeins rated on a foupoint scale (from 0 to 3
points). This is the same for each task. This is comprised of three subtask scores on the
following: task independence, task safety, and task adequacy outcomes.

For subtasks fhrough6, a code of 3 is recordednib assistance wagven for task initiation,
continuation, or completiorA code of 2 is recorded iifo tactile cues or physical assistance was
given, but occasional verbal or visual assistance was.giveade of 1 is recorded ifo

physical assistance was givéut occaional tactile cues were given or continuous verbal or
visual cues were giver code of 0 is recorded [fhysical assistance was given, or if continuous
tactile cues were given, or if the patient/resident was unable to initiate, continue, or complete
subtsk or task

24



Staff Assessment of Mental Status

Thedata elements that compriSeaff Assessment of Mental Statassestong-term memory,
shortterm memory, memory/recall ability, and decisioaking based on staff observation.
Thesedata elements aratended for use among patients/residents in all PAC settings who were
unable to complete the intervieadministeredrief Interview for Mental Statu@BIMS) because

of refusal, nonsensical answers, or inability to make binmerself understood at leastme of

the time. It is important to note that a patient who gives incorrect answers to the BIMS is still
considered to have completed the BIMS.

Data elementspecificatiors

The tablebelowshows the assessment instruments usintaé Assessmentf dental Status
data elemesst Studiestesing the MDS 3.0version ofstaffassessment for mental status in
nursing home patientsave showiit to have good interater reliability (r = 0.8 and good
validity based on its correlation withhar assessments such as the Blessed Test (r = 0.66, p <
0.05) and the Reisberg Global Deterioration Scale (r = 0.5%9).p5x°

Table: Assessment Instrumentising theStaffAssessment of Mental Statidata Hements

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Elemens

Assessment used in "H

PAC PRD

OASIEC2

IRFPAI V1.4

LCD%3.0

MDS 3.0v1.14 "H

CMS is soliciting comment on tH&taff Assessment of Mental Status data elemastshown
below. This version is similar to thathich is in use in the MDS 3.0.
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Ala Shortterm Memory OK

Seems or appears to recall after 5 minutes
A 0=Memory OK
A 1 =Memory problem
A 9 =Unknown or unable to assess

Alb. Longterm Memory OK

Seems or appears to recall long past
A 0= Memory OK
A 1 =Memory problem
A 9 =Unknown or unable to assess

Alc Memory/Recall Ability:1S THE PATIENT/RESIDENT NORMALLY ABLE TO RECA

Alci. Current season
A 0=No
A 1=Yes
A 9 =Unknown or unable to assess

Alcii Location of own room
A 0=No
A 1=Yes
A 9 =Unknown or unable to assess

Alcii Staff names and faces
A 0=No
A 1=Yes
A 9 =Unknown or unable to assess

Alciv That he or she is in a nursing facility/hospital bed/rehabilitation
facility/home
A 0=No
A 1=Yes
A 9 =Unknown or unable to assess

CMS s seeking comment on the crastting applicability of th&taff Assessment of Mental
Statusdata elementsSpecifically, CMS is soliciting comment on the following dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= -4 -4 -

How theStaffAssessment of Mental Statisfa elements areotiected

The assessatet er mi nesort @i @ a htdrrememargstatus getermining his

or her performance ifollowing throughon a direction given 5 minutes earlier. The assessor
observes how often the patient/resident has to be reoriented to an activity or instraotions
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observes he patient’ s/ r esi deonsddilyactuitiegy hhedgsassoe f unct i ¢
determinep at i ent ' s /-terensnemdogstatus by reviewinggmemorabilia

(photographs, memory books, keepsakes, videos, or other recordings that are meaningful to the
patient/resident) with the patient/resident or observing responsesitp dro visit. The

assessorlserve if the patient/resident responds to memoratmt family members who visit.

The assessotbserve if the patient/resident remembers facility or home routifbese

observations should be made by staff across alksduifti departments abg others with close

contact with the patient/resident. The assessordisket care staff across all shifts and family or
significant ot her s ab deumm metdryability. ahte assessaiscs / r e s i d e
reviews themedcal record forindicatorsott he pat i ent '-terhmenmoryduengt * s S h ¢
the 7-daylook-back period

How the StaffAssessment of Mental Statleta elements areoded
The shorterm and longerm memory items are codéd® me mor y o k htisiafletot he pat
recallinformation after 5 minute®r1,“ me mor y p thenbobt eepnésentative level of

function shows the absence of recall after 5 minoteke absence of recall of long past
information
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Behavioral Signs and Symptoms

Behaviordisturbances put additional time and resource burden on prgwiliEtgpt careresult

in poorer patient outcomgand place the patient at risk for injury, isolation, and inactivity.
These symptoms may also disrupt th&iintional or home environmeandaffectthe safety and
privacy of othempatients/residenisaregivers, and staff. Behavioral disturbances warrant
assessment and documentation to inform care planning and patient transitions.

Thedata elementthat compriséBehavioral Signs and Syngrhsassess whether the patient has
exhibited any behavioral symptortigat may indicate cognitive impairment or other issues
duringthe assessmeperiod.Based on feedback from advisors and prior public comment, it has
been noted that additional challengelated topresence and frequencydtient behaviors

should be assessed, suchmpacton resident,mpacton ahers,andrejection ofcare

Data elementspecificatiors

As shown in the table, supplements to the Behavioral Signs and SympRmesence &
Frequency are included in the Minimum Data Set (MDS) 3@. Impact on Resident and
Impact on Otherdata elementgive additional insight into severity of identified behavioral
symptoms and potential need for treatment/intervention. In thg studevelop and validate the
MDS 3.0, theselata elementwere found to be clinically relevant assessment of the effects of
behaviorand were rated useful and important by nursing homewshafiised them

Table: Assessment Instruments Usihg Behavigal Signs & Symptomdmpact on Resident,
Impact on Others, and Rejection of C@rata Elements

Instrument Has Same or | Data Element Other information
SimilarData | Variations
Elemens

Assessment used in

PAC PRD

OASISC?2

IRFPAI v1.4

LCD%3.0

MDS 3.0v1.14 "H

CMS is soliciting comment on theata elements that compriBehavioral Signs and Symptoms
as shown below. The data elements being put forward for public comment are identical to those
tested in the PAC PRD.
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B1. BEHAVIORAL SYMPTQ@NWRESENCE & FREQUENCY

Bla.Physical behavioral symptomselited toward others
(e.g., hitting, kicking, pushing, scratching, grabbing, abusing others sexually)

0 = Behavior not exhibited

1 = Behavior of this type occurred 1 to 3 days

2 = Behavior of this type occurred 4 to 6 days, but less than daily
3 = Behavior of this type occurred daily

9 = Unknown or unable to assess

T I I I

Blb.Verbal behavioral symptns directed toward others
(e.g., threatening others, screaming at others, cursing at others)

0 = Behavior not exhibited

1 = Behavior of this type occurred 1 to 3 days

2 = Behavior of this type occurred 4 to 6 days, but less than daily
3 = Behawr of this type occurred daily

9 = Unknown or unable to assess

I I I I

Blc.Other behavioral symptoms not directed toward others

(e.g., physical symptoms such as hitting or scratching self, pacing, rummaging, public
acts, disrobing in public, thromg or smearing food or bodily wastes, or verbal/vocal
symptoms like screaming, disruptive sounds)

0 = Behavior not exhibited

1 = Behavior of this type occurred 1 to 3 days

2 = Behavior of this type occurred 4 to 6 days, but less than daily
3 = Belavior of this type occurred daily

9 = Unknown or unable to assess

T I I I

Overall Presence of Behavioral Symptoms

B1ld.Wereanybehavioral symptoms ithe prior 3questions(Blac)exhibited by the
patient/resident ¢oded 1, 2, or @

A 0=No->SKIP TO1B, Rejection of Care Section

A 1=Yes
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IMPACT ON PATIENT/RESIDENT:
Considering all the behavioral symptoms not&u Bla to Blcdid any of the identified
symptom(s):

Ble.Put the patient/resident at significant risk for physical illness or injury?
A 0=No
A 1=Yes
A 9 =Unknown or unable to assess

BIf{ AGYAFAOlIyite AYyUSNFSNBE gAGK GKS LI

A 0=No
A 1=Yes
A 9 = Unknown or unable to assess

Blg{ AAYyATAOFIylGfte& AYGSNFSNBE gAlK (igsbrsadiali
interaction?

A 0=No

A 1=Yes

A 8= Not Applicable

A 9 = Unknown or unable to assess

IMPACT ON OTHERS:

Did any of the identified symptom(s):

B1h.Put others at significant risk for physical injury?

A 0=No
A 1=Yes
A 9 = Unknown ounable to assess

B1i.Significantly intrude on the privacy or activity of others?

A 0=No
A 1=Yes
A 9 = Unknown or unable to assess

B1j. Significantly disrupthe delivery ofcare or living environmentdf others?

A 0=No
A 1=Yes
A 9 = Unknown ounable to assess
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REJECTION OF CARRESENCE & FREQUENCY

Blk. Did the patient/resident reject evaluation of care (e.g., bloodwork, taking medications, AD
assistance) that is being offered by members of the care team or caregiver and necessargue |
GKS LI 0ASyldiQakNBaARSYeingra 3I2Ff & F2NJ KSIf GK

Do not include behaviors that have already been addressed (e.g., by discussion or care plann
with the patient/resident or family), and determined to be consistent with patient/residenties)
preferences, or goals.

0 = Behavior not exhibited

1 = Behavior of this type occurred 1 to 3 days

2 = Behavior of this type occurred 4 to 6 days, but less than daily
3 = Behavior of this type occurred daily

9 = Unknown or unable to assess

i I > D I

CMS isseeking comment on the cresstting applicability of thelata elements that comprise
Behavioral Signs and Sympton®&pecifically, CMS is soliciting comment on the following
dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 4 -4

Howthe Behavioral Signs and Symptodeta elements areotiected

If any behavioral symptoms are identified in the Behavioral Sympt®mesence & Frequency

data elemeist clinicians are instructed to record responsesl&ba elementselated to Impact on
Resident andata elementselated to Impact on Others. Thekaa elementare skipped if no
behavioral symptoms were identified in Behavioral SymptdPnesence &requency. These

data element®llow up on the 7day lookback period used in Behavioral SymptetRresence

& Frequency. Response is based on review of the medical record, staff interviews, and
interviews with others who observed the behaviors identifiext,assessorare instructed to

record whether and how often the resident rejected evaluation of care that is necessary to achieve
the resident’ s gbeirgl Te Rgectiorhoté Gate data elemedito hvasd-7|

day lookback periogdandresponse is based on review of the medical record and interviews with
staff and others who had close interactions with the resident.

Howthe Behavioral Signs and Symptodetta elements areoded

Overall Presence of BehavNoo'r ailf Snyomphteohnasv iiosr aclo
were identified in the Behavioral SympteniPresence & Frequency data elenseandif

behavioral symptoms were identififte assessor skips to the Rejection of CadPeesence &

Frequency data element, which iscodedag1fd'.Y elsf Over al | Presence of
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Sympt oms i s thetldree dmpactson Re¥idedata elementand three Impact on

Othersdata elementar e coded as O for “No” or 1 for “Yes:c
iscodedonascaleth@@anges from O for “Behavior not exhil
t ype oc c uCodigadfthdRejection of Carelata elemens not dependent on whether

behavioral symptoms were identified in Behavioral SymptdPnesence & Frequency.
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PROMI®Anxiety ltems

The PatienReported Outcomes Measurement Information System (PROMIS®) was developed
as part of a National Institutes of Health (NIH) Roadmap initiative that set the standard for
modern behavioral health measurement development. PROMiges farefront of NIH efforts

to fund research that advances behavioral health measurement by developing-repod#if

tools based on the principles of item response theory (FRQMIS tools provide researchers

and clinicians with reliable, precisssessments of patiemported health status for physical,
mental, and social webeing by asking what patierdse able to do and how they feel.

PROMIS item banks have been developed for a large number of-hedatéd quality of life

(HRQOL) domais using rigorous methodology (seBOMIS websitdor more information

about item development). ltem banks consist of collections of items representing a single
construct or dmain (e.g.Anxiety), each of which has known psychometric properties due to the
extensive testing and analysis conducted to build the bank. This allows for subsets of items from
an item bank to be selected either by hand or by computer to create lesshassts of a

domain. Because the properties of the items are known and they have all been calibrated to the
same scale, comparable scores can be generated for subsets of items from the same bank. For
example, an item bank representing physical function mas&e over 100 items in it.

Thedata elements that comprise PIROMIS Anxietyltem Bankassesself-reported fear
(fearfulness, panic), anxious misery (worry, dread), hyperarousal (tension, nervousness,
restlessness), and somatic symptoms relatedtesar (racing heart, dizziness). The PROMIS
Anxiety ltemBank has a total of 29 itemfspm which 11 itemsvere selected on the basis of
relevarcefor PAC settings.These items are intended to assess levels of anxiety across a wide
range of symptom sevéyi

All 11 items are based on the same kbakck period (past 7 days) and the same response scale (a
5-point Likerttype scale where Trever 2=rarely, 3=sometimes4=often 5 =alway9 to assess
the frequency of the symptoms.

Data elementspecificatiors

The full PROMIS AnxietyltemBank contains 29 anxiety itemi3etails on the development and
calibration of the item bank can be founditkonis et al., 2011 The items were calibrated and
tested in the U.S. general population and clinical groups. A seendort-form is available
with an dpha reliability coefficient 0D.93, andhas acorrelaton of 0.96 with the total item
bank.Theselected 14tem anxiety item bank shows higlonvergent validity with the general
distress scale from the Mood and Anxiety Symptom Questionnai#r.80). It correlates highly
(r = 0.81) with the depression item bdrdnd with the Center for Epidemiological Studies
Depressin scale (F 0.75).2

CMS is soliciting comment on the Anxiety data elersastshown below.
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D1. SELECTED ITEMSMFIPROMI@EMOTIONAL DISTRE®SIXIETY V2.0 ITEM BANK
[Patient/ Resident]

SAY TO PATIENT/RESIDENT

a am now going to ask you about your emotional distress, specifically anxiety and how
have been feelingver the past 7 days | will also ask abat some common problems that
sometimes go along with feeling anxious. This is not meant to give you a diagnosis. Sor
the questions might seem personal, but all patients/residents are asked to answer them
Knowing the answers to these questions will lpelis provide you with a more individualize
O NB LI I yo¢

D1la.In the past 7 daysl had difficulty sleeping

1 = Never

2 = Rarely

3 = Sometimes

4 = Often

5 = Always

7 = PATIENT/ RESIDENT DECLINED TO RESPOND
9= UNKNOWN OR UNABLE TO ASSESS

It It P P P P P

D1b. In the past 7 daysl felt worried

1 = Never

2 = Rarely

3 = Sometimes

4 = Often

5 = Always

7 = PATIENT/RESIDENT DECLINED TO RESPOND
9= UNKNOWN OR UNABLE TO ASSESS

It It I P P P

D1c.In the past 7 daysmy worries overwhelmed me

1 = Never

2 = Rarely

3 = Sometimes

4 = Often

5 = Always

7 = PATIENT/RESIDENT DECLINED TO RESPOND
9= UNKNOWN OR UNABLE TO ASSESS

> I P I I P P

34



D1d.In the past 7 daysl had trouble paying attention

> I I T T T I

1 = Never

2 = Rarely

3 = Sometimes

4 = Often

5 = Always

7 = PAIENT/RESIDENT DECLINED TO RESPOND
9= UNKNOWN OR UNABLE TO ASSESS

D1le.In the past 7 daysl felt nervous

b2 ~ Tl i -l ~ Tl >

1 = Never

2 = Rarely

3 = Sometimes

4 = Often

5 = Always

7 = PATIENT/RESIDENT DECLINED TO RESPOND
9= UNKNOWN OR UNABLE TO ASSESS

D1f.In the past 7 daysl felt anxious

T I i I I T I

1 = Never

2 = Rarely

3 = Sometimes

4 = Often

5 = Always

7 = PATIENT/RESIDENT DECLINED TO RESPOND
9= UNKNOWN OR UNABLE TO ASSESS

D1g.In the past 7 daysl had difficulty calming down

>t It I I P P

1 = Never

2= Rarely

3 = Sometimes

4 = Often

5 = Always

7 = PATIENT/RESIDENT DECLINED TO RESPOND
9= UNKNOWN OR UNABLE TO ASSESS
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D1h.In the past 7 daysl had a racing or pounding heart

1 = Never

2 = Rarely

3 = Sometimes

4 = Often

5 = Always

7 = PATIENT/RESIDENT DECLINED TO RESPOND
9= UNKNOWN OR UNABLE TO ASSESS

T I I I I s P

D1i.In the past 7 daysl found it hard to focus on anything other than my anxiety

1 = Never

2 = Rarely

3 = Sometimes

4 = Often

5 = Always

7 = PATIENT/RESIDENT DIECLTND RESPOND
9= UNKNOWN OR UNABLE TO ASSESS

T I I I I I P

D1j.In the past 7 daysl felt like | needed help for my anxiety

1 = Never

2 = Rarely

3 = Sometimes

4 = Often

5 = Always

7 = PATIENT/RESIDENT DECLINED TO RESPOND
9= UNKNOWN OR UNABLE TO ASSES

T I I I I I P

D1k.In the past 7 daysl had sudden feelings of panic

1 = Never

2 = Rarely

3 = Sometimes

4 = Often

5 = Always

7 = PATIENT/RESIDENT DECLINED TO RESPOND
9= UNKNOWN OR UNABLE TO ASSESS

T I I I T I I

CMS s seeking comment on the crasstting applicability of thdnxiety data elements
Specifically, CMS is soliciting comment on the following dimensions:

36



Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 4 -

How the Anxietylata elements areollected

The Anxiety data elemerstare collected using a direct patient/resident interviBreassessor

explains the reason for the interview before beginniihgnthe assess@hows the interview

response choices on a cue card i@adls eachugstion to the patient/resident. The

patient/residenis askedo respond to each question by giving thesestanswer and the

assessarecords the responses in the boxes to the left oféatehelementwWhile reading each

of the statements and showing the patient/resident the resporuses @bt assessodoesnot

of fer any predetermined definitions. The resp
own interpretation of frequency response options.

How the Anxietydata elements areoded

Thedata elementare coded on a ratingale of 1 to 5The assessor recordsode ofl for
“Never; 2f o Rarely; 3for “Sometimes, 4 for “Often, and 5for “Always.

If the patient/residentises his or her own words to describe a symptom, this should be briefly

explored If the patient/rsidenthas difficulty selecting between two frequency responses, the
higherfrequencyshould beecorded
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Patient Health Questionnair® Observational VersiofPHQ90V)

Thedata elemesstthat comprise the Patient Health Questionn@if@bservational Version
(PHQ9OV) assesslistressed mood in patients/residents who cannot complete a patient/resident
mood interview due to an inability to communicate. Distressed madasimon conditiomi

PAC settings that isometimesinderrecognized and unddéreated. It is particularly important

to identify signs and symptoms distressed moodmongPAC patients/residentsecause mood
disorders are often treatable.

The PHQ9 has been validated in @dadults®** home health? skilled nursing facilities? and
rehabilitation poplations'® The PHQ9 has also been shown to be a reliable and valid screening
tool for detecting signs and symptoms of depression in patients/residents with complex medical
issues, including stroke and TB:’ However becaussome questiowhether a patient/resident
mood interview anbe faithfully administered to patients with moderate to severe cognitive
impairments and whether the PH(s appropriate for patients in LTCHS, there is a neeaifo
observatiorbased method of assessing mood.

Data elementspecificatiors

As shown in the table, the PHE®YV is included in the MDS 3.@ndhas been validated in the
nursing home population and has demonstrated feasibility in that setting.

Table: Assessment Instruments Using PHQ9 Data Elerents

Instrument Has Same or | Data Element Other information
SimilarData | Variations
Elemens

Assessment used in

PAC PRD

OASIEC2

IRFPAIV1.4

LCD%3.0

MDS 3.0v1.14 "H

CMS is soliciting comment on the PHIROV data elementasshown below
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C1. STAFF ASSESSMENT OF PATIENT/RESIDENT MEEDPHQ

Clal. SYMPTOM PRESENCIHle interest or pleasure in doing things
A 0=No$&KIP TO C1B1
A 1=Yes
A 9= Unknown or unable to asseSKIP TO C1B1

Cla2. SYMPTOM FREQUENC:I¥le interest or pleasure in doing things

0 = Never or 1 day

1 = 26 days (several days)

2 = 711 days (half or more of the days)
3 = 1214 days (nearly every day)

9 = Unknown or unable to assess

i I > P

Clbl. SYMPTOM PRESENEEeling or appearing down, depressed, or hopeless
A 0=No$8KIP TO Cir1
A 1=Yes
A 9 = Unknown or unable to asse§(P TO C1L1

Clb2. SYMPTOM FREQUENE¥eling or appearing dowrdepressed, or hopeless
A 0= Never or 1 day
A 1 =26 days (several days)
A 2 =711 days (half or more of the days)
i
A

3 = 1214 days (nearly every day)
9 = Unknown or unable to assess

Clcl. SYMPTOM PRESENQFouble falling or staying aslegmr sleeping too much
A 0= No (Skip to C1d1)
A 1=Yes
A 9 =Unknown or unable to assess (Skip to C1d1)

Clc2. SYMPTOM FREQUEN®@Xble falling or staying asleep, or sleeping too much
A 0= Never or 1 day

1 = 26 days (several days)

2 = 711 days (half or more of the days)

3 = 1214 days (nearly every day)

9 = Unknown or unable to assess

i > > >
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C1dl. SYMPTOM PRESENEEeling tired or having little energy
A 0= No (Skip to Clel)
A 1=Yes
A 9 = Unknown or unable to assess (Skip to Clel

Cld2. SYMPTOM FREQUENGE¥eling tired or having little energy
A 0= Never or 1 day
A 1 =26 days (several days)
A 2 =711 days (half or more of the days)
%
A

3 = 1214 days (nearly every day)
9 = Unknown or unable to assess

Clel. SYMPTOMRESENCEPOOr appetite or overeating
A 0=No§KIP TO C1F1
A 1=Yes
A 9 =Unknown or unable to assgSKIP TO C1F1)

Cle2. SYMPTOM FREQUEN®Wor appetite or overeating
A 0= Never or 1 day
A 1=26days (seval days)
A 2 =711 days (half or more of the days)
A
A

3 =1214 days (nearly every day)
9 = Unknown or unable to assess

C1fl. SYMPTOM PRESENGttticating that s/he feels bad about self, is a failure, or has
let self orfamily down

A 0=No(SKIP TO C1G1)

A 1=Yes

A 9 = Unknown or unable to ass¢SKIP TO C1G1)

C1f2. SYMPTOM FREQUEN@Micating that s/he feels bad about self, is a failure, or hg
let self or family down

A 0= Never or 1 day

1 =2-6 days(several days)

2 =7-11 dayg(half or more of the days)
3 =12-14 days(nearly every day)

9 = Unknown or unable to assess

>t D > >
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Clgl. SYMPTOM PRESENTBuble concentrating on things, such as reading the
newspaper or watching television

A 0=No(SKIP TO C1H1)

A 1=Yes

A 9 = Unknown or unable to ass¢8KIP TO C1H1)

Clg2. SYMPTOM FREQUENUCHMuUble concentrating on things, such as reading the
newspaper or watching television

A 0= Never or 1 day

1 = 26 days (several days)

2 = #11 days (half or more of the days)

3 = 1214 days (nearly every day)

9 = Unknown or uable to assess

>t > >t >

Clhl. SYMPTOM PRESEN®@m®Ving or speaking so slowly that other people have
noticed. Or the opposite; being so fidgety or restless that s/he has been moving arounc
lot more than usua

A 0=No(SKIP TO C1l1)

A 1=Yes

A 9 = Unknown or unable to ass¢SKIP TO C1I1)

C1lh2. SYMPTOM FREQUEN®@Mving or speaking so slowly that other people have
noticed. Or the opposite; being so fidgety or restless that s/he has been moving arownc
lot more than usual

A 0= Never or 1 day

1 = 26 days (several days)

2 = F11 days (half or more of the days)
3 = 1214 days (nearly every day)

9 = Unknown or unable to assess

>: > > >
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C1lil. SYMPTOMPRESENCH] I 1 S&a GKI (  Awishes foadgathiior 4 2 N
attempts to harm self

A 0=No(SKIP TO C1J1)

A 1=Yes

A 9 = Unknown or unable to asse¢SKIP TO C1J1)

Cli2. SYMPTOM FREQUENGYi I 1 Sa GKIFG ftAFS AayQi ¢2
attempts to harm self

A 0 = Never or Hay

1 = 26 days (several days)

2 = 711 days (half or more of the days)

3 = 1214 days (nearly every day)

9 = Unknown or unable to assess

i I > P

C1lj1. SYMPTOM PRESEN®EIng shoritempered, easily annoyed
A 0=No(SKIP TO TOTAL SCORE)
A 1=Yes
A 9 = Unknown or unable to assgSKIP TO TOTAL SCORE)

C1lj2. SYMPTOM FREQUENG®¥ing shoritempered, easily annoyed
A 0= Never or 1 day

1 = 26 days (several days)

2 = #11 days (half or more of the days)

3 = 1214 days (nearly everyagl)

9 = Unknown or unable to assess

i D P >

PHQ9-OV TOTALAdd values from Cla2, C1b2, Clc2, C1ld2, Cle2, C1f2, (
/| MKHX / MAH FYR [/ mM2H Tb

CMS is solicitingcomment on the followingimensions

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 48 -

Howthe PHQ-OV data elements areotiected

Thedata elements that comprise the PHQ@ are collected through interviews of staff, family
members, and other individuals who know the patient/resident welinfdrgiews are

conducted n a | ocation that pr ot elTodpsrposelpkasspsanente n t
is explainedht the outset aéachinterview. Staff or family membersre encourageid report
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symptom frequency, even if they believe that the symptom is unretatiptessionunclear
responseare exploredfocusing the discussion on the specific symptom listed on the
assessmenidedical records covering the past two wees also be consulteéd look for
indications ofhow the patient/resident has been feelingehaving. This medical record
informationis usedo supplement what was learned during the interviews.

Howthe PH(@-OV data elements areoded

For symptom pr es/elncfeor” c'adeds 9 for “NokholWwaotv una
symptomfregg ncy, code 0 {f on"“2%severa daysb2rfor“Y-11dtalyor
moreof thedayg,” 3 for"12-14 (nearlyeverydgy 9 f or “unknowri/ dma&bltettad

score is calculateldy addingthe valuedor thesymptom frequencgataelementsCla2, C1b2,
Clc2, C1d2, Cle2, C1f2, C1g2, C1h2, C1i2, and CTIJ# sums enteredn the box for the
PHQ9-OV TOTAL.
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Medical Conditions: Continence

Impaired bladder and bowel continence is common among older persons in the United States, but
ageadjusted rates differ across settings. Among persons 65 years and older, the prevalence of

bladder incontinence is 24 percent in the general noninstitutzexdatiopulation, 40 percent in

those receiving home health care services, 37 percent in those in skilled nursing facilities, and 70
percent in those in lonterm caraesidents? The prevalence of bowel incontinence also varies
across settings. Among persd@tsyears and older, the prevalence of bladder incontinence is 17
percent in the general noninstitutionalized population, 13 percent in those receiving home health

care services, 33 percent in those in skilled nursing facilities, and 60 percent-tarlomgre
residents® Bladder or bowel continence has been shown to be associated with adverse

outcomes, including skibreakdown, falls, social isolation, poor quality of life, and depression.

A number of treatment options are available for patients who iexgerbladder incontinence,

including noninvasive behavioral methods, lifestyle changes, bladder training, pelvic muscle
exercises, toileting schedules, pharmacologic treatment, and surgical procedures. Depending on

the type and underlying causes, treathtdribowel incontinence may include laxativeaemas

establishment abileting routinesdietary changesantidiarrheal medicationgreatment of

underlying conditions, such as irritable bowel disebgd#eedbackstrengthening exercises

surgery colostomy and improvinghep at i ent ' s
needng assistance with having a bowel movement.

mo b i

ity

or

abi

The following data elemestire described further in the sections below. CMS is seeking
comment on these data elents for use in a standardized clinical assessment of Medical
Conditions:Continence

= =4 =8 8 -4 -9

Bladder— Device Use

Bladder— Incontinence

Bladder— Incontinence Interview
Bowel - Device Use

Bowel - Incontinence

Bowel - Incontinence Interview
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Bladder- Device e

Thedata elements that compriB&adder— Device Usadocument use of equipment ashelvices

to manage bladdéncontinence.

Data elementspecificatiors

The tableshows the assessment instruments using the Bladdevice Use data element
Similar data elemesstthatassess bladder management deviceauseurrentlycollectedin the
MDS 3.0.The PAC PRDOested similar data elemerthatshowed good feasibility and reliability
across PAC settings. €liraftdata elemerst depictedodow, wereevaluaed in the Alpha 1

pilot testand demonstrated moderate to excellent reliability

Table: Assessment Instrumenising the Bladder Device Us®ata Hements

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Elemens

Assessmentised in "H

PAC PRD

OASISC2

IRFPAI V1.4

LCD%3.0

MDS 3.0 v1.14 "H

CMS is soliciting comment on the BladddDevice Use data elemexds shown below.
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Cla: Does this patient/resident use an external or indwelling urinary catheter, have a urostomy,
or require intermittent urinary catheterization?

Enter Code 0. No [SKIP to C2a: Frequency of Incontinent Events]

j 1. Yes

IF yes, indicate device(s): (For each device, enter 1 if Yes; enter 0 if No.)

Indwelling urethral catheter

Other indwelling catheter (include suprapubic catheter and nephrostomy tube)

External catheter (include condom catheter)

Urostamy

Intermittent catheterization

0000 00

Other

C1b: If patient/resident has indwelling or external CATHETER, at what point was device first

placed?
1. In current setting?
Enter Code 2. Prior setting?
3. Prior to hospitalization for this illness/exacerbation?
D 9. Unknown

Clc: If patient/resident has an indwelling or external CATHETER, what is the reason the device
was put in place?

1. Retention

2. Skin Protection (i.e.; presence of Stage 3 or 4 pressure ulcer)

Enter Code 3. Comfort Care
D 4. Other (specify):

9. Unknown

C1d: If patient/resident has a bladder device [Cla=1; Yes): Does the patient/resident need
assistance to manage equipment or devices related to bladder care for ANY reason (e.g.,
cognitive impairment/mental status, physical limitation, medical issue, etc.)?

Enter Code 0. No

D 1. Yes
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CMS s seeking comment on the crastting applicability of th@&ladder- Device Usedata
elementsSpecifically, CMS is soliciting comment on the following dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= =4 8 A4

How the Bladder Device Usalata elements areotlected

TheBladder— Device Usedataelemens can be administered by any clinician who has been

trained to conduct this assessment. Devices in@xtirnal catheter, indwelling urethral

catheter, suprapubic catheter, nephrostomy tube, and urostomy. In memm aatdeters are

commonly used intermittently or at night ordgd $iould be counted for purposes of this data
element. Ostomy bags are sometimes used to collect urine in the absence of an ostomy. Such use
without the presence of an ostomy should natdaented for this data element.

First, the assessor reviews the patidest e si dent ' s medi c al record as
assistant notes. The assessor then directly observes the patient/resident and documents
information pertaining to bladdeedice use. If the patient/resident does not use a bladder

device, the firstlata elementf Bladder— Device UsgCla above) is coded @nd the assessor

skips the remaining data element

If the patient/residerdoesuse an indwelling or external cathetihe assessonoves orto the

C1b and Cldata elementswvhichassessvhenand whythe cathetewas placedlf this

information cannot be obtained through medical record review, the assessor may ask the
patient/resident and/or caregivEonr example, ipatient/resident is capable of communicating,

the assessormays k : “ When was your c athelesponseroptibngfr st pl a
the patient/resident is unable to communicate or is unable to provide this information (e.g., due

to severe cognite impairment) and has a primary caregiver (e.g., spouse, significant other,
family member, professional <caregiver, or oth
care outside of the current setting) who is physically present at the times#issragnt is

conducted, the assessor should then ask the caregiver when and why the catheter was placed and
read each response option.

The final data element (Cldskswhether the patient/resident requires any assistance to manage
use of a bladder devic&his data element is completed if the patient/resident has a bladder
device {.e, if Clais codedl for “ gs’). Information to complete this question can be found in

the medical record and nursing notes, through direct patient observation by the assessor
through communication with the patient, care team, and family/caregivers.

HowtheBladder- Device Usalata elements arended

If the patient/resident does not use a bladder device, thddisielemensf Bladder— Device
Use(Cla above) is coded 0 and the assessor then skips the remaining datesdleiment
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patient does use a bladder device, Cla is coded 1. The assessor then indicates the type of bladder
device or devices by emto€r if nigiedaeade typepatwhaty es” a
point the device was first placed in C1b; and the reason the device was put in place in Clc.

ForCld any reasohcould beany cognitive, psychiatric, physical mobility, or medical reason
that prevents the patient/residerdnr managing bladder device use independently. If a
patient/resident does not require assista@de is coded as; if the patient/resident does require
assistance, it is coded as 1.
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Bladderc Incontinence

The dataelements that compridg&dadder— Incontinenceassess the frequency of bladder
incontinence experienced by the patigating the assessment period.

Data elementspecificatiors

The tableshows the assessment instruments usinglddder—Incontinencedata elemeist

Similar data elementsssessing the frequency of incontinent evéntswhich do not address
whether the patient/resident experienced incontinent events immediately prior to hospitalization
are currently in use the MDS 3.0, the LCDS 3.0, andRRF, andtheywere tested inhe PAC
PRD.The draftdata elemest depictedodow wereevaluated in the Alpha 1 pilot test and
demonstrated moderate to excellent reliability

Table: Assessment Instrumeniising the Bladder IncontinenceData Hements

Instrument Has Same or | Data Element Other information
SimilarData | Variations
Elemens

Assessment used in "H Does not address

PAC PRD whetherthe

patient/resident
experienced
incontinence prior
to hospitalization

OASISC2

IRFPAI V1.4 H Does not address
whetherthe
patient/resident
experienced
incontinence prior
to hospitalization

LCD$3.0 "H Does not address
whetherthe
patient/resident
experienced
incontinence prior
to hospitalization

MDS 3.0v1.14 "H Does not address
whetherthe
patient/resident
experience
incontinence prior
to hospitalization
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CMS is soliciting comment on the Bladddncontinerte dateelementsas shown below. One
distinction from other versions in use is that it asks whether the patient/resigenenced
incontinenceprior to the arrent hospitalization.

C2a: Indicate the frequency of incontinent events.

0. Mo incontinent events during the assessment period [SKIP to C3a: Bowel
Device Use]

1. Incontinent events less than daily (on only one or two days during the
assessment period)

2. Incontinent events daily (at least once a day during the assessment period)
D 3. Incontinent events more than daily (more than once a day on each day during
the assessment period)

8. Mot applicable (e.g., patient/resident has indwelling catheter or no urine
output due to renal failure) [Please proceed to C3a: Bowel Device Use]

9. Unkmown

Enter Code

C2h: If the patient/resident has incontinent events (C2a=1, 2, or 3), did the patient/resident have
incontinent events immediately prior to the hospitalization for current illness or exacerbation?

Enter Code | 0-NO
1. Yes

D 9. Unknown

CMS s seeking comment on the crastting applicability of th&ladder— Incontinencedata
elemers. Specifically, CMS is soliciting comment on the following dimensions:

Potential for improving quality
Validity

Feasibilityfor use in PAC
Utility for describing case mix

=A =4 48 A4

HowtheBladder- Incontinencalata elements areollected

TheBladder— Incontinencedataelemens can be administered by any clinician who has been

trained to conduct this assessmé&iair thesalata elemets, “incontinent everitis defined asmay

amount of involuntary bladder or bowel leakage during daytime and/or nighttime.

First, the assessor r evi ewswdl&sehe puese ancenursidgr e s i d
assistant note§ he assessor alsirectly observes the patient/resident and documents

information pertaining to incontinent events. If this information cannot be obtained through

medical record review, the assessor asks members of the care team and the patient and presents
the responseptions.

If the patient/resident has incontinent events,(if data element2ais coded a4, 2, or 3), the
assessor then indicates if the patient/resident had incontinent events immediately prior to the
hospitalization for current iliness or exacerbain data element2h Information to complete
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this question can be found in the medical rec
intake report, the patient’s/resident’s trans
notes asvell as through communication with the patient and family/caregivers.

HowtheBladder- Incontinencedata elements areoded
For data elemer@ 2 aNo in€ontinent events during the assessmentgeriod s coded as O

“Incontinent gents less than daifpn only one or two days during the assessment périod) s
coded as I*Incontinent gents daily (at leastonce aday) i s ¢ jaadedltcohtanent &ents

more than daily (more than once a day on each
If the patient has no urine output for reasons such as renal failure, the data element is coded as 8,
“not applicable.” I n instances when the frequ

element is coded as 9.

If a patient/resident does not requassistancedata element2b is coded as; @f the

patient/resident did not have incontinent events prior to current iliness, exacerbation, or injury, it

is coded as 0. If the patient did have incontinent events prior to current illness, exacerbation, or
injury, C2bis coded as 1. If accurate information regarding incontinent events prior to
hospitalization cannot be obtained, the dat a
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Bladder- Incontinence Interview

The data elemesstthat compris@ladder— Incontinence Intervievassesghe extent to which
incontinent eventsf the bladderare perceived as a problem or burden by the patient/resident
and caregiver

Data elementspecificatiors

TheBladder— Incontinence Interviewlataelemens arenot in use in any of the four PAC
assessment instruments, anelenot tested in the PAC PRDhe draftdata elemest depicted
bdow, wereevaluated in the Alpha 1 pilot test and demonstrated moderate to excellent
reliability.

CMS is soliciting commentn the Bladder Incontinence Interview data elemsat shown
below.
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Bladder — Incontinence

ar

C5: Ask patientfresident: “Have you experienced any bladder incontinent events (or “accidents

or “leaking of urine”) during the past 3 days?”

Enter Code 0. Mo [SKIP to C6: Caregiver Perspective]

1. Yes
j 9. Unable to assess/no response [SKIP to C6]

C5a: If patient/resident reports experiencing incontinent events [If C5 = 1], Ask
Patient/Resident — “How big of a problem or burden are incontinent events (or “accidents”,
“leaking”]) to you?”

1. No problem
Enter Code 2_5mall prablem
3. Moderate problem

I 4. Big problem

@_Unable to assess/no response

C6: Ask caregiver: “Has the patient/resident experienced any bladder incontinent events (or
“accidents” or “leaking of urine”) during the past 3 days?"

Mo [SKIP to C7: Patient/Resident Perspective-Bowel Incontinent Events)
Yes

Mot applicable (i.e. caregiver not present) [SKIP to C7]

Unable to assess/no response [SKIP to C7]

Enter Code

]

‘om oo

C6a: If patient/resident experiences bladder incontinent events [If Ce=1], Ask Caregiver — “How
big of a problem are the patient's/resident’s bladder incontinent events in the context of their

overall care?"

1. Mo problem
Enter Code 2. 5mall problem
3. Moderate problem|
] 4, Big problem
9. Unable to assess/no response

CMSis seeking comment on the crastting applicability of th@&ladder- Incontinence

Interviewdata elementsSpecifically, CMS is soliciting comment on the following dimensions:

=A =4 48 -

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

How the Bladder Incontinence Interviewlata elements areotiected

TheBladder— Incontinence Interviewlataelemensg can be administered by any clinician who
has been trained to conduct this assessmeatéetiata elemestareadministered through direct
patient and caregiver interview. For all patients/residents who are able to communicate, the
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assessorreadsthequest Have youoedxpByi BncondcddanésSntorevent s
‘“l' eakiny dbr ungn e hfdlowpdby ¢ach3espbrese aptiori.

If patient/resident reportsxperiencing incontinent eventse(, if data element5is coded ad),

thenthe assessorasksHow bi g of deprabéemnoonabcidensnt even:
‘| e a)k i thaog andoeads éach response optha.definitions for response options are

given. The patient/resident should interpret response options basedomhéiis/iew otthe

extent to which incontinent events am®blematic oburdensome.

If the patient/resident has a primary caregiver at the current facility (i.e., a member of the
interdisciplinary care team such as a certified nursing assistgrgered nursgor other

caregiver who has been primarily responsible
assessment window), the assessoraskdsa s t he pat i ecedahyrinesitinene nt e x p ¢
eventascidéntsr or ‘| ea))dimignft ue imaest 3 days?”

If the caregiver reports that the patient/resident endorses having incontinent events within the

past 3 daysi., the response t06is“Y e s dada element6a should be administerethis

item asks Hdwbigdarreodgilveer or burden are the pati
i ncontinent events in the context of their ov

HowtheBladder- Incontinence Interviewlata elements areoded
Fordata element5,the pati ent’s response is coded on t h;
identified via chart review (e.g., the medical records indicate the patient/resident has incontinent
events, but the patient indicatetherwisg. A response ofno ” i s ¢ gel®sdtodedsas 0, “

1; for instancesn which information cannot be obtainadd/or the patient does not resgpthe
assessarecords acodeof 9.

Fordata element 5 a p prdblem (e.g., incontinent events are not viewed as burdensome or do
notinterferewitho r estri ct patient’ s/ resi”deinst "csodead easst
“smal | problem” is coded as 2; “moderate prob
4. If patient/resident cannot decide betwé®n response optionghe assesorrecordsthe higher

code If the patient selfeports incontinent events but does not respond to the question regarding

how burdensome the events are after it is repahtedtimes, the data element is coded as 9.

FordataelemenE6, “no”s i@, coyesl” ai s coded as 1, “not
absent) is coded 8, asd “unable to assess i s

”

Fordata element 6 a , no pr obll,eni”s masl |c opdrasdb,l e“mio di esr actoed e
probl em”asd,s amod e“dbi g ms4d-brinsgtamcesn whsch iofarrdagionh

cannot beobtainedor the caregiver does not provide an answer, the data element isas@d#d
thecaregiver cannot decide betwer response options, tlassessor records thahercode

(1 .bei.g, p‘robl em”o,deirfatl@e’d Wenedn ““ m
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Bowel- Device Use

The data elenens that comprisd8owel— Device Usedocument use of equipment aghelvices to
managebowel incontinenceDevices includéleostomy, colostomy, or any oth&ecal diversion

appliance

Data elementspecificatiors

The tableshows the assessment instruments usingtheel—Device Usealata elemeirst A
similar data element assessing bowel device use was tested in the PAThRRIft data
elemens, depictedodow, wereevaluated in the Alpha 1 pilot test and demonstrated moderate to

excellent reliability

Table: Assessment Instrumeniising the Bowel Device Us®ata Hements

Instrument Has Same or | Data Element Otherinformation
Similar Data | Variations
Elemens

Assessment used in "H

PAC PRD

OASISC2

IRFPAI V1.4

LCD%3.0

MDS 3.0 v1.14

CMS is soliciting comment on the BoweDevice Use data elemesds shown below.
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C3a: Does this patient/resident use an indwelling or external device (ostomy or other fecal
diversion appliance)?

Enter Code | 0. Mo [SKIP to Cda: Frequency of Incontinent Events]

D 1. Yes

C3h: IF patient/resident has indwelling or external bowel device (e.g., ileostomy, colostomy), at
what point was device first placed?
1. In current setting?
Enter Code | 2. prior setting?
D 3. Prior to hospitalization for this illness/exacerbation?
9. Unknown

C3c: If patient/resident has an indwelling or external bowel device (C3a=1;Yes): Does the
patient/resident need assistance to manage equipment or devices related to bowel care for ANY
reason (e.g., cognitive impairment/mental status, physical limitation, medical issue, etc.)?

Enter Code | 0. Mo

D 1. Yes

CMSis seeking comment on the crasstting applicabilityof the Bowel - Device Usedata
elementsSpecifically, CMS is soliciting comment on the following dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= -4 4 A

How the Bowel Device Usalata elements areollected

TheBowel— Device Usedataelemens can be administered by any clinician who has been

trained to conduct this assessment. Devices indladstomy, colostomy, or any other fecal

diversion applianceFirst, the assessor reviews the patient/rdse n t * srecondead wed as|

the nurse and nursing assistant notes. The assessor then directly observes the patient/resident and
documents information pertaining to bowel device use. If the patient/residentataese a

bowel device, the assessoipskthe remaining data element

If the assessor indicates that the patient/resident has indwelling or external bowel device, he or

she thermoves orto data element3hb, whichassesses when the device was first placed. If this
information cannot be obtained through medical record review, the assessor should ask the
patient/resident and/or caregiver. For example, if patient/resident is capable of communicating,

the assessormays k: “ When was your colostomy first pl
patient/resident is unable to communicate or is unable to provide this information and has a

primary caregiver (e.g., spouse, significant other, family member, professiorgi’earer
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ot her relation who assisted in the patient
physically present at the time the assessment is conducted, the assessor asks the caregiver when
and why the device was placed and reads eacbrissmption.

The final data element (C3aysesseshetherthe patient/resident needs assistance to manage
equipment or devices related to bowel care for any reason. letiai€lement any reasohcan

beany cognitive, psychiatric, physical mobility; medical reason that prevents the

patient/resident from managing bowel device use independently. This section of the data element
is completed if the patient/resident has a bowel devieg if C3ais coded a4, e8)y

Information to complete this ggtion can be found in the medical record ansing notes

through direct patient observation by the assessdhrough communication with the patient,

care team, and family/caregivers.

HowtheBowel- Device Usealata elements areoded
If the patient does use a bladder device, C3a is coded 1. The assessor then indicates at what point
the device was first placed in C3bthe patient/resident does not use a bowel degita,

elementC3ais coded OIf a patient/resident does not require assista@i8e is coded as; @f the
patient/resident does require assistance, it is coded as 1.
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Bowel ¢ Incontinence

Thedata elements that compriBewel— Incontinenceassess the frequencylmwel
incontinence experienced by the patigating the assessment periechich may indicate a
change in health status or need for additional assessnwot alternative interventions.

Data elementspecificatiors

The tableshows the assessment instruments usingtiheel—Incontinencelata elemeist

Similar data elements assessing the frequency of incontinent events, but which do not address
whetherthe patient/resident experienced incontinent events immediately prior to hospitalization,
are currently in use the MDS 3.0, the LCDS ®8@SIS C2, and IRFPAI and were tested in the
PAC PRD. Thedraftdata elemerst depictedodow, wereevaluated in the Alpha 1 pilot test and
demonstrated moderate to excellent reliability

Table: Assessment Instrumenising the Bowel IncontinenceData Hements

Instrument

Has Same or
Similar Data
Elemens

Data Element
Variations

Other Information

Assessment used in
PAC PRD

Does not address
whetherthe
patient/resident
experienced
incontinence prior
to hospitalization

OASIEC2

Does not address
whetherthe
patient/resident
experienced
incontinence prior
to hospitalization

IRFPAI V1.4

Does not address
whetherthe
patient/resident
experienced
incontinence prior
to hospitalization

LCDSv3.0

Does not address
whetherthe
patient/resident
expaienced
incontinence prior
to hospitalization

MDS 3.0v1.14

Does not address
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Instrument Has Same or Data Element Other Information

Similar Data Variations
Elemens
whetherthe
patient/resident
experienced

incontinence prior
to hospitalization

CMS is soliciting comment on the Bowelncontinence data elemeargs shown below.

Cda: Indicate the frequency of incontinent events.

0. No incontinent events during the assessment period [End Section]
1. Incontinent event only once during the assessment period

Enter Code | 3, Incontinent events more than once during the assessment period
j 3. No bowel output during the assessment period [End Section]
8. Not applicable [e.g., patient/resident has a colostomy) [End Section]
9. Unknown

C4h: If the patient/resident has incontinent events (C4a=1 or 2), did the patient/resident have
incontinent events immediately prior to the hospitalization for current illness or exacerbation?
Enter Code | 0. No

1. Yes
I 9. Unknown

CMS s seeking comment on the crastting applicability of th&owel — Incontinencelata
elementsSpecifically, CMS is soliciting comment on the following dimensions:

1 Potential for improving quality
1 Validity

1 Feasibility for use in PAC

{ Ultility for descibing case mix

How the Bowel Incontinencalata elements arentiected

TheBowel— Incontinencedataelemens can be administered by any clinician who has been
trained to conduct this assessméiir thesalata elemerst “incontinent everitis defined asrmay
amount of involuntary bowel leakage during daytime and/or nighttime.

First, the assessor r evi e wswdl&sehe puese ancenursidgr e s i d
assistant note§'he assessor also directly observes the patisiaiémet and documents
information pertaining to incontinent events. If this information cannot be obtained through
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medical record review, the assessor asks members of the care team and the patient and presents
the response options.

If the patient/residerttas incontinent eventsd., if data elemenC4ais coded a4 or 2), the

assessor indicateghetherthe patient/resident had incontinent events immediately prior to the
hospitalization for current illness exacerbationinformation to complete this qagon can be

found in the medical record, data recorded in
patient’ s/ resident’ qwrdingand sufsiegrassdtantnadsseetl asat i on,
through communication with the patient and faridyegivers.

How the Bowel- Incontinencadata elements areoded

Fordata element 4 aNo in€ontinent events during the assessment geriod s coded as O
“Incontinent gentsonly once during assessment pefiodi s ¢ j;additcohtnent gents

more than once during the assessmentpériod s c oded alsoweRautputduring her e i
the assessment windpthe data element is coded as 3. If the data element is not applicable to

the patient (e.gpatient/resident has a colostom@¥ais codedas 8.

If a patient/resident does not require assistataia element4b is coded as; @f the

patient/resident did not have incontinent events prior to current iliness, exacerbation, or injury, it

is coded as 0. If the patient did have incontinent evenor to current illness, exacerbation, or

injury, it is coded as 1. If accurate information regarding incontinent events prior to
hospitalization cannot be obtained, the dat a
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Bowel- Incontinence Interview

Thedataelements that compriggowel— Incontinence Intervievassesshe extent to which
incontinent eventsf the bowelare perceived as a problem or burden by the patient/residént
caregiver

Data elementspecificatiors
TheBowel - Incontinence Interviewlataelemens arenot in use in any of the four PAC
assessment instruments and was not tested in the PACTIPRR Draftdataelementdepicted

bdow, wasevaluated in the Alpha 1 pilot test and demonstrated moderate to excellent reliability

CMS issoliciting comment on the Bowelncontinence Interview data elemsas shown
below.

Bowel - Incontinence

C7: Ask patientfresident: “Have you experienced any bowel incontinent events (or “accidents”
or “leaking of stool”) during the past 3 days?"

Enter Code 0. Mo [SKIP to C8: Caregiver Perspective]

1. Yes
:I 9.  Unable to assess/no response [SKIP to CB]

C7a: If patient/resident experiences incontinent events [If C7 = 1], Ask Patient/Resident — "How
big of a problem or burden are incontinent events (or “accidents™; “leaking™) to you?®”

1. Mo problem

Enter Code 2. 5mall problem
:I 3. Moderate prablem
4. Big problem

9. Unable to assess/no response

C8: Ask caregiver: “Has the patient/resident experienced any bowel incontinent events (or
“accidents” or "leaking of stool”) during the past 3 days?™

Mo [End section]

Yes

Mot applicable (i.e. caregiver not present) [End section]
Unable to assess/no response [End section]

Enter Code

[ ]

CBa: If patient/resident experiences incontinent events [If CB=1], Ask Caregiver — “"How big of a

L@ o

problem are the patient's/resident’s bowel incontinent events in the context of their overall

care?®”

1. Mo problem
Enter Code 2. 5mall problem
3. Moderate prablem
:I 4. Big problem |
9. Unable to assess/no response
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CMS s seeking comment on the crassting applicability of th&owel - Incontinence Interview
data elementsSpecifically, CMS is soliciting comment on the follmg dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 A4 -9

How the Bowel Incontinence Interviewlata elements areollected

TheBowel - Incontinence Interviewlataelemens can be administered by any clinician who has

been trained to conduct this assessmerdsadiata elemerstareadministered through direct

patient and caregiver interview. For all patients/residents who are able to communicate, the
assessorreadsthequest Have youoedxpeyi baowel I raccidents i nent
or ‘| eak) ndyuroifn g ttohbdo I plaoswe d3 bdya yesa?2c’h r esponse o
response to this question is coded on the form, regardless of information identifigdrtia c

review (e.g., the medical records indicate the patient/resident has incontinent events, but the

patient indicates that they do not).

If patient/resident reportsxperiencing bowel incontinent events(,if data element7is coded

asl), the assssorask§ How bi g of deprabéemnoonabcideantsnt even
‘| e a)k i thaog andoeads éach response optha.definitions for response options are

given. The patient/resident should interpret response options basedomhéngiew of the

extent to which incontinent events am@blematic oburdensome.

If the patient/resident has a primary caregiver at the current facility (i.e., a member of the
interdisciplinary care team such as a certified nursing assistgigtered nigg or other

caregiver who has been primarily responsi bl e
assessment window), the assessoraskdsa s t he pat i ecedahyrinesitinehne nt e x p ¢
eventascidéntsr or ‘| egduringthepattsBoadlays?”

If the caregiver reports that the patient/resident endorses having incontieets within the

past three days.¢.,data element8is coded asye s 'thgn,data elemei@8a should be

administeredThis data elemenasks the caregivéHow big of a problem or burden are the
patient’ s/ resident’s incontinent events in th

How the Bowel- Incontinence Interviewlata elements areoded

Fordataelemen€7, “no” is coded as 0, in‘wWhichsformatisn c oded
cannot beobtainedand/or the patient does not resg@amne coded 9.

Fordata element 7 a p prdblem (e.g., incontinent events are not viewed as burdensome or do
notinterfe e wi th or restrict patient’ s/issicdeddrid’ |as
“smal | problem” is coded as 2, “"moderate prob
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4. If patient/resident cannot decide betwé&®n response optionghe assessaecordsthe higher
responseode If the patient selfeports incontinent events but does not respond to the question
regarding how burdensome the events are after it is repeated three times, the data element is
coded as 9.

Fordataelemen€t7 b, “no” i s coded as 0, “yes” is codec
absent)iscodeds8, and “unabl eas.o assess i's coded

Fordata element 8 a , no pr ocbll,en”s masl |c opdrasdb,l e“mio di esr actoed e
probl em”asd,s amod e“dbi g msdorbinstanoes whes thiccanhat loe

assessed or the caregiver does not provide an answer, the data elementas@dtidue

caregiver cannot decide betwe®o response options, tlessessor recordiggher responseode

(i .eg, ptf bfblbeent"ween “moderate” and “big”).
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Medical Conditions Pain

Pain is a highly prevalent medical condititat isfrequentlyunderrecognized, undeietected,
and undertreatedmong PAC patients/residentgain is sometimes to be expectbd
assessment and effective management ofgrainevertheless essential, both to maintain a
standard of care and to support recovbtgdical recoverwithout painmanagementas been
shown tdead to functional declmand complicationselated tammobility, such as skin
breakdown and infectiont/ncontrolled pairoftenleads to lower participation in rehabilitation
and, ultimately, increased healthcare utilization and cBstgular and systematic pain
assessment ebl@s pain managementhich not only relievesymptoms but also promotes
personcentered care, helps with transitions between care settings, enhances participation in
rehabilitation, decreases social isolation, and improves mental .h&#tibugh pain tratments
may not be uniformly effective, evidence indicates that pain assessments can be applied broadly
across PAC settingé standardizedet of pain assessmatdtaelementscouldthereforehelp

PAC providers assegmtients/residentpainthroughthe duration of their stay anakcross the
continuum of care

The following dataelemens are described further in the sections below. CMS is seeking
comment on thesdata elementfr use in a standardized clinical assessment of Medical
Conditions: Pain.

Pain Frequency

Pain Severity

Pain Effect on Sleep

Pain Interference Therapy Activities

Pain Interference Other Activities

Pain Relief

ObservationaAssessment dfain or Distress

= =42 =4 -8 _-48_-9_-°
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Pain Frequency

ThePain Frequencgata elemenasks patients/residents to sedport how often they have

experienced pain on a scale from rarely (1) to almost constantly (4) withilaya &sessment

period. Therequency of pain ian importantharacteristic of the pain and pain management,

and provides a basis for evaluating treatment need and respsngell aghe extent to which

pain may be affecting the patient’s/resident’

Data elementspecificatiors
The tableshows the assessment instruments using@#nme Frequencgata element. A similar
data elemenassessingain frequencys currently in use in the MDS 3.0Uhe draftdata element

depicted belowwas evaluated in the Alpha 1 pilot tesid demonstrated esdtent reliability.

Table: Assessment Instrumentising the Pain Frequen®ata Hement

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Element

Assessment used in

PAC PRD

OASISC2

IRFPAI V1.4

LCD%3.0

MDS3.0 v1.14 "H 5 day lookback

CMS is soliciting comment on the Pain Frequency data element as shown below.

H2: Pain Frequency

Ask Patient/Resident - “How often during the past 3 days have you had pain or
hurting
1. Rarely or not at all
Occasionally
Frequenthy
Almost constantly
LUnable to answer or no response

Enter Code

]

el

CMS s seeking comment on the crastting applicability of th&ain Frequencgata element
Specifically, CMS is soliciting comment on tf@lowing dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= -4 -8 -
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How the Pain Frequenayata elemenis collected

ThePainFrequencydataelementcan be administered by any clinician who has liesned to

conduct this assessment. The assessor reads the question and response choices to the
patient/resident while showing the response options to the patient/resident on a written sheet or
card. The patient/resident can respond verbally and/or byimgpto the written response choice.

No predetermined definitions are offered to the pafi@sident The response should be based

on the patient’s/resident’s interpretation of

HowthePain Frequencylata elemenits coded

“Rarely or not;"“atccalsli™oniad (/6 deduaemtdleyandiss 2c o d
“al most <const an lftheypatient/resideneicuoabld te decide Hetwiaen

options, then the assessor should code for the option with the higher frequency to ensure that the
patient’ s/ resident ’ -sepoptedlfthe phtient/rgsidenhicupable® not un
answer the questioe.Q.,the patient does not responderp | i es “ | “dam’'t “HW@agow, ”
comesandgogs “it depends” pnafwhat 1t kthisis ewosidaggeat i ti ons
nonresponsandis coded as 9.
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Pain Severity

Consistent use of a standardized pain sevassgssmermnproves the alidity andreliability of

pain assessment. Using the same saaiesdifferentPAC settings may improve continuity of
care. ThePainSeveritydata elemersaissesses whether the patient/resident is responding to pain
medication regimens and/or npharma&ological interventions, and consists of one numeric
rating scale

Data elementspecificatiors

The tableshows the assessment instruments using#e Severitydata element. A similar data
element assessinpgin severityis currently in use in the MDS 3.0 and was tested in the PAC
PRD.This data element as depicteelowuses a foupoint scale to assess pain severity, instead
of a Oto 10 rating. Tle draftdata elementdepicted belowwas evaluated in th&lpha 1 pilot
testand demonstrated excellent reliability

Table: Assessment Instruments Usihg Pain SeveritfpataElement

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Element
Assessment used in "H 2-day assessment Substantial to almost
PAC PRD period perfect agreementkappa

range of 079 to 0.88

OASISC2 Asks about any
standardized pain
assessment being
conducted, and
indication of severe

pain
IRFPAI v1.4
LCD%3.0
MDS 3.0v1.14 "H Varies in wording

(Pain Intensity
5-day assessment
period

CMS s seeking comment on the cresstting applicability of th&ain Severityata elemeras
shown below
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H5: Pain Severity

Ask PatientResident- dPlease rate the intensityf gourworst pain over
the last3 daysé

Enter Code 1. Mild
" . Moderate

A . Severe

2

3

4. Very severe, horrible

9. Unable to answer or no response

CMS s seeking comment on the crastting applicability of th@ainSeverity data element
Specifically, CMSis soliciting comment on the following dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 4 A4

Howthe Pain Severitydata elemenis collected

ThePain Severitylataelementcan be administered by any clinician who has been trained to
conduct thisassessmenthe data elemerg completed for alpatients/residentsapable of any
communication and for whom an interpreter is present or not required

To complete the data efent the assessor reads the question and response choices as written

while showing theatient/residenthe responsecaleon a written sheetThis mayhelpsome
patients/residents in accurately responding to the data elehhematient/residentay povide

a verbal response, point to the written response, or both. Niefgamined definitions may be

offered to thepatient/residenfT he r esponse shoul dr ébsei dearste’ds on t
interpretation okeverity response options

Howthe Pain Severityata elemenis coded

The assessor codestheresponseas f t he patient/ resident sel
patient/resident selects “Moderate”; 3 if t
patient/resident bekeEgctantdVvVeryfseher pathent
or does not answer after three repetitions of the question
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Pain Effect on Sleep

ThePain Effect on Sleegata element asks patients/residents tereplbrt how often pain has
limited their abiity to sleep on a scale from rarely (1) to almost constantly (4) withiday3
assessment perio@his data element may inform decisions on the need to adjust the timing of
pain interventions to promote better sleep, and provides a basis for evalwestngetrt

schedules and response to pain treatment.

Data elementspecificatiors

The tableshows the assessment instruments usingéne Effect on Sleegata element. A
similar data element is currently in use in the MDS Bl PAC PRD also testedsanilar data
element whichshowed good feasibility and reliability across PAC settifigys. draftdata
elementdepictedbelow, was evaluated in th&lpha 1 pilot tesand demonstrated excellent
reliability.

Table: Assessment Instrumensing the Pairkffect on Sleepata Hement

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Element

Assessment used in "H

PAC PRD

OASISC2

IRFPAI V1.4

LCD%3.0

MDS 3.0v1.14 "H

CMS is soliciting comment on the Pain Effect on Sleep data element as shown below.

H3: Pain Effect on Sleep
Ask Patient/Resident - “During the past 3 days, how often has pain limited your
ahility to sleep?
1. Rarely or not at all
Occasionally
Freguently
Almost constantly
Unable to answer or no response

Enter Code

]

ook oW

CMS s seeking comment on the crastting applicability of th@ain Effect on Sleegata
element Specifically, CMS is soliciting comment on the following dimensions:

1 Potential for improving quality
1 \Validity
1 Feasibility for use in PAC
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T Utility for describing case mix
How the Pain Effect on Sleeéta elemenis collected

ThePain Effect on Sleegataelementcan be administered by any clinician who has been trained

to conduct this assessment. The assessor reads the question and response choices to the
patient/resident while showing the response options to the patient/resident on a written sheet or
card. The patient/resident can respond verbally and/or by pointihg teritten response choice.

No predetermined definitions are offered to the pafr@sident The response should be based

on the patient’s/resident’s interpretation of

HowthePain Effect on Sleegiata elemenis coded

“Rarely or not at all” is coded as 1, “occasi
“al most <const an lfthepatient/residentisuoabld te decide betwaen

options, then the assessor shaelcbrd thecode for the optin with the higher frequencif.the
patient/resident is unable to answer the queséan,(no response or patient/resident becomes
frustratedad states “1 don’ t kimsoswdngideradabneesponsdnd e e r e p
is coded as 9.
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Pain Interference Therapy Activities

Thedata elements that compriBain Interference Therapy Activitiesasks patients/residents to
selfreport how often pain has limited their ability to participate in rehabilitation therapy
activities on a scaledm rarely (1) to almost constantly (4) within @8y assessment period.
Assessing frequency of pain interference with thenapgted activities can help to gaute
impact of pain on quality of life duringAC and has implications for care planning.

Data elementspecificatiors

The tableshows the assessment instruments usin@éne Interference-Therapy Activitiedata
elemens. The PAC PRD testeddata elementhatassesses the effect of pain on participation in
therapy activitieswhich showed god feasibility and reliability across PAC settin@ée draft

data elemerst depictedoelow, wereevaluated in thélpha 1 pilot tesand demonstrated
excellent reliability

Table: Assessment Instrumendising the Pain InterferenceTherapy Activitie®ata Hements

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Elemens

Assessment used in "H

PAC PRD

OASIEC2

IRFPAI V1.4

LCD%3.0

MDS 3.0v1.14

CMS is soliciting comment on the Pain Interfererdherapy Activities data elemesds shown
below.
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H4: Pain Interference Therapy Activities

Ask PatientResident- dDuring the past 3 days, have you been offere
anyphysical, occupational, or speech therapies by your care proviéle
Enter Code 0. No [SKIRo H4b: Pain Interferencéther Activitied

'\ 1. YegProceedto H4a Pain InterferenceTherapy Activitie$
9. Unable to answer or no respon$KIP to H4b: Pain
Interference-Other Activitied

H4a: Pain Interference Therapy Activities

If yes:Ask PatienfResidentg 6During the pasB days, how éen have
you limited your participation iphysical, occupational, and/or speech
therapysessionslue to pain?
Enter Code 1. Rarelyor not at all
A 2. Occasionally
3. Frequently
4. Almost constantly
9. Unable to answer or no response

CMSis seeking comment on the crastting applicability of th&ain Interference Therapy
Activities data elementsSpecifically, CMS is soliciting comment on the followidgnensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= -4 -4 -

How the Pain Interference Therapy Activitieslata elements areollected

ThePain Interference Therapy Activitiesdataelemens can be administered by any clinician
who has been trained to conduct this assessment. First, the assessor readddteedleshent
(H4), which asks if the patient/resident has been offered rehabilitation therapies by care
providers in thgast 3 daysThe assess@isoreads a list of activities meeting thefinition of
rehabilitation therapies.

The secondlata element(H4a) s r ead only i f the patient/resi
guestion. The assessor reads the second question and redpmoss to the patient/resident

while showing the response options to the patient/resident on a written sheet or card. The
patient/resident can respond verbally and/or by pointing to the written response oqgice.

determined definitions are offereadl the patieritesident The response should be based on the
patient’s/resident’s interpretation of freque
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HowthePain Interference Therapy Activitieslata elements areoded

For H4, ‘a0, &aadcbidasd. lfthe patiem is dnabik to answer the
questoné . g., patient/resident becoanaflerthred rustrat ed
repetitions othequestionthis is considered monresponsandis codedas9.

For H4a, “rarely or not at all” is coded as 1
as 3, and “ al codedas 4.licthe paigntaesiteintys’unablesto decide between

two options, then the assessor should code for the optibrtid higher frequencyf the

patient/resident is unable to answer the quesé&an,(no response or patient/resident becomes
frustratedad states “1 don’ t kthmsaswdngideradabneesponsdnd e e r e p

is coded as 9.
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Pain Inteference- Other Activities

ThePain Interference Other Activitiesdata element asks patients/residents to rate how often
pain has limited their ability to participate in other activities a scale from rarely (1) to almost
constantly (4) within a-8lay asessment periodssessing frequency of pain interference with
daily activities can help to gauge impact of pain on quality of life and ability/motivation to
participate in activitieshat the patient/resident values and has implications for care planning

Data elementspecificatiors

The tableshows the assessment instruments using#e Interference Other Activitiesdata
element. A similar data element assessing the effect of pain on participation in activities is
currently in use in the MDS 3.@ was also tested in the PAC PRD and showed good feasibility
and reliability across PAC settingehe OASIS C2 alsohas a similar item that assest®s
frequency with which pain interferes with activity or movem@ihe draftdata elementepicted
below, was evaluated in th&lpha 1 pilot tesand demonstrated excellent reliability

Table: Assessment Instrumeniising the Pain InterferenceOther ActivitiesData Hement

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Elemens
Assessment used in "H
PAC PRD
OASISC2 "H Assessefrequency
with which pain
interferes with
activity or movement
IRFPAI V1.4
LCD%3.0
MDS 3.0v1.14 "H

CMS is soliciting comment on the Pain Interferend@ther Activities data element as shown
below.

H4b: Pain Interference Other Activities

Ask PatientResident- dDuring the pas8 days, how often have yp
limited your participation in other activitiegxcludingphysical,
occupational, and/or speech therapy sessipdsge to pain®
Enter Code 1. Rarelyor not at all
A 2. Occasionally
3. Frequently
4. Almost constantly
9. Unable to answer or no response
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CMS s seeking comment on the crassting applicability of th&ain Interference Other
Activities data elementSpecifically, CMS is soliciting comment on the following dimensions:

Potential forimproving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 A4 -9

How the Pain InterferenceOther Activitiedata elemenis collected

ThePain Interference Other Activitiesdataelementcan be administered by any clinician who

has been trained to conduct this assessment. The assessor reads the question and response
choices to the patient/resident while showing the response options to the patient/resident on a
written sheet or card. Thatent/resident can respond verbally and/or by pointing to the written
response choic&lo predetermined definitions are offered to the pafiesident The response
should be based on the patient’ s/ resident’ s i

HowthePain Interference Other Activitiesdata elemenis coded

“Rarely or not at all” is coded as 1, occasi
“al most ¢ onst anlftheypdtient/residentiscunablel te dkcidmimtntvo

options then the assessor should code for the option with the higher freqifehey.

patient/resident is unable to answer the queséan,(no response or patient/resident becomes
frustratedad states “1 don’ t kimsoswdngideradabnesponsdnd e e r e p

is coded as 9.
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Pain Relief

ThePain Reliefdata element asks patients/residents tohatemuch relietheyhave felt from

pain due to pain treatments or medications scale from no relief (1) to very much relief (4)

within a 3day assessment pericisking about relief from pain is important in determining the
extent to which pain management regimen coul d

Data elementspecificatiors

ThePain Reliefdata element was derived from the Brief Pain inventory, a wigsdy measure
which has shown good reliability and validityPAC settingsPainReliefis not in use in any of
the four PAC assessment instruments, anag mot tested in the PAC PRD. This data element
underwent cognitive testing and revisions were made based on PAC patient feétbabiaft
data elemendepictedbelow, was evaluated in th&lpha 1 pilot tesend demonstrated excellent
reliability.

CMS is soliciting comment on the Pain Relief data element as shown below.

H6: Pain Relief

Ask PatientResident¢ adDuring he past3 days how much relief have you fe
from pain due to pain treatmentand/or medications®

No relief

Some relief

Quite a bit of relief

Very much relief

Not applicablepatient/resident has not received pain treatments or
medications in the past 3 days

Unableto answer or no response

Enter Code

©rwWN R

©

CMSis seeking comment on the crastting applicability of th€ain Reliefdata element
Specifically, CMS is soliciting comment on the following dimensions:

Potential foimproving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= =4 -4 -9

How the Pain Relieflata elementis collected

ThePain Reliefdataelementcan be administered by any clinician who has been trained to
conduct this assessment. The assessor reads the question and response choices to the
patient/resident while showing the response options to the patient/resident on a written sheet or
card. The ptient/resident can respond verbally and/or by pointing to the written response choice.
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No predetermined definitions are offered to the pafr@sident The response should be based
on t he pat iideampretaéisn/ofrdief iespensetoptiens

HowthePain Reliefdata elemenis coded
“No relief?” is coded as 1, “some relief?” i's ¢
“very much r el ilfahe patientdesident ¢s ormallegalansaver thd questian, (

“somethenegss ihut ot her timeafterdotheEmsetrepetat]
considered aonresponsandis coded as 9.
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Observational Assessment of Paim Distress

Thedata elements that compri@dservational Assessment of PamDistresscollect staff
observations of patients’/residents’ expresse
and should be administered to @ditients/residentsho areunable to communicate (i.ecannot

reliably makeself-understoodria verbal communication, written communication,

communication board, eye blinks, etc.).

Data elementspecificatiors

TheObservational Assessment of PairDistresdata elemeistwerederived from the

Indicators of Possible Pain or Distress item used in the BID&nd tested in the PAC PRD, the
Frequency of Pain or Distress item used in the MDS, and from the advice of technical experts.

Table: Assessment Instrumentising the Obsemtional Assessment of Paim Distres®ata
Hements

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Elemens
Assessment used in "H Does not include
PAC PRD frequency or
evidence that
indicators
diminished/resolved
OASISC2
IRFPAI V1.4
LCD%3.0
MDS 3.0v1.14 "H Does not include
evidence that
indicators

diminished/resolved

CMS is soliciting comment on the Observational Assessment obP&iistresglata elemerstas
shown below.
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Ela OBSERVATIONAL ASSESSMENT OF PAIN OR DISTRESS.

For all patients/residents who are unable to participate in the pain interview, please note
whether any of the following behaviors were observed.

Patients/residents should be observed twice daily (morningMD evening) during care
activities

(i.e., during transfer procedures, repositioning, bathing, toileting, wound care/dressing
changes, range of motion, ambulating, or other exercises, etc.), when behavioral signs d
potential pain or distress are most lilely to be expressedyver the course of 3 consecutive

days

CHECK ALL THAT APPLY

A a=Non-verbal sounds (e.g., crying, whining, gasping, moaning, or groaning)
A b=Vocal compl aints of pain (e.g., “tHh

A c=Facial expressions (e.g., gices, winces, wrinkled forehead, furrowed brow,
clenched teeth or jaw, rapid eye blinking; tightly closed eyes)

A d=Body movements or postures (e.g., bracing, guarding, rubbing or massaging §

part/area, clutching or holding a body part during movemend, tense body posture;
withdrawing an extremity to an external stimulus; fidgeting; increased pacing, rocking;
restricted movement; gait or mobility changes)

A z=None of these signs observed or documented.

Elb. For patients/residents who demonsated any indicators of potential pain or distress
listed in E1la Observational Assessment of Pain or Distrgsdentify the frequency with
which patient complains or shows evidence of potential pain or distresser the past 3

days

A 1 = hdicators ofotential pain or distress observed less than daily

A 2 =Indicators of potential pain or distress observed daily (at least once per da

each day of the assessment window)

A 3 =Indicators of potential pain or distress observed more than daily (neutitips
per day on each day of the assessment window)

A 9 =Unknown or unable to assess
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Elc.For patients/residents who demonstrated any indicators of potential pain or distress
listed in E1la Observational Assessment of Pain or Distrgss there ary evidence that
these indicators resolved or diminished in response to pain medications or treatments
over the past 3 day8

A 0=No

A 1=Yes

A 8 =Not applicable- patient/resident has not received pain medications or
treatments within the past 3 days

A 9 =Unknown or unable to assess

CMS s seeking comment on the cras=tting applicability of th©bservational Assessment of
Painor Distress data elemengpecifically, CMS is soliciting comment on the following
dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 48 A

How the Observational Assessment of RaiDistress data elements acellected

Data sources fdhis itemincludest he pati ent’ s/ resident’s medica
the patient/resident, and communicaticoni members of the interdisciplinary care team (e.g.,

nurses, certified nursing assistants, physical and occupational therapists, physicians) and non

staff caregiver(s) (e.g., family members) who have observed the patient/resident during care

activities.

First, the assessor carefuigviewst he pati ent’ s/ resident’s medi ca
pain or distresselatedbehaviors over thpast 3 daysData recorded in the nursing and nursing
assistant notes are critical for this section, as are data from therapist notes (e.g., physical and
occupational therapy) when applicalilext, the assessarterviews the direct care provider(s)

on the interdisiplinary care team who worked most closely with the patient/resident during the
past 3 days, such as nursing/nursing assistant ktedf, the assessor directigservethe
patient/resident if possible during care activities, when indicators of paistasd are most

likely to be demonstrated.

Howthe Observational Assessment of PamDistress data elements ateded

For each indicator through9, the assessahecls 1 if nonverbal sounds were observed,

includingbut not limited to crying, whinig, gasping, moaning, or groanirgg reported during

the lookback periodA code of 2 is checked if vocal complaints of pain are observed, including

but not I imited to “ Aobodetof3hswchetked, iffacidl expresdions or  *
indicating pain are observed, includibgt not limited to grimaces, winces, wrinkled forehead,

furrowed brow, clenched teeth or jaw, rapid eye blinking, or tightly closed &yaxde of 4 is
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checked for indications of pain through body movements or postunedingbut not limited to
bracing, guarding, rubbingr massaging a body part/aretutching or holdng a body part

during movementrigid, tense body posture; withdrawing an extremity to an external stimulus;
fidgeting; increased pacing, rocking; reseattmovement; gait or mobility changéscode of 9

is checked itmedical record review, direct care provider interview(s), and direct observation of
the patient/resident provide no evidence of pain or distress indicators

Information obtained from different sources (e.g., direct observation, direct care staff, medical
record, lay care providers) may conflict. For instances in which one source of information
suggests that an indicator was observed and another source wiatibor suggests that the
indicator was not observed during the assessmigigiow, and the assessor cannot definitively
resolve this discrepancy, the assessor should code ¢hatibatorwasobserved on the
assessment form (i.e., check the corresponilinxgfor this indicator) in order to avoid
underreporting indicators of potential pain or distress
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Impairmentsof Hearing and Vision

Hearing and vision impairments are common conditaamsng older adultgat, if unaddressed,
affect activities of dailyiving, communicationphysical functioningrehabilitation outcomes,

and overall quality of lifeSpecifically, hearing impairments can hinder exchange of information
and instructions between providers gadients/resident@nd visual impairments cancrease

risk of falls.Sensory limitations can lead to confusion in new settings, increase isolation,
contribute to mood disorders, and impede accurate assessment of other medical conditions.
Failure to appropriately assess and treat these conditionasesrthe likelihood that
patients/residentsill require more intensive and prolonged treatment. Onset of these conditions
can be subtle, so accurate screening tools and falfpevaluations are essential to determining
which patients/residentseed heang- or visionspecific medical attention or assistive devices
andensuringhat persordirected care plans are developed to accommadadtients needs
Accurate diagnosis and managemerd béaring or visionmpairmentwould likely improve
rehabilitaton outcomes and care transitipmeluding transitiorfrom institutionatbased caréo

the community.

The following dataelemens are described further in the sections below. CMS is seeking
comment on thes#ata elementior use in a standardized clinicassessment thpairments of
Hearing and Vision

i Glasses / Corrective Lenses
1 Hearing Aid
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Glasses/Corrective Lenses

The Glasses/Corrective Lens#sta element assesses the patient/residgependence on any
device for vision impairment. Once vision impairment has been identfsedf corrective

lenses (glasses, contact lenses, magnifying glass, etc.) may help maitiggtea tpotentiat * s
problems reading and understanding forms, ietivas, and medication labels. Specifically,
corrective devices may enable patients/residents to better understand activities relevant to their
care. Many patients/residents who do not have corrective lenses could benefit frotties
mayhave correcave lenses that are not sufficient, maynotbe carryinghemupon arrival at the

PAC setting.
Data elementspecificatiors

The tableshows the assessment instruments using the Glasses/Corrective Lenses data element. A
similar data element assessinga@ si dent’' s wuse of corrective | en
3.0; however, this data element records whether corrective lenses are used during the assessment,
not if the resident uses corrective lenses regularly in evetifdayhe draftdata elemset,

depicted belowperformed well in the Alpha 1 pilot test.

Table: AssessmeiristrumentsUsing the Glasses/Corrective LenBasa Hement

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Element

Assessment used in

PAC PRD

OASISC?2

IRFPAI V1.4

LCD%3.0

MDS 3.0v1.14 "H Asks whetheglasses

areusedduring
assessmenmot if
usedregularly

CMS is soliciting comment on the Glasses/Corrective Lenses data element as shown below.

D1.Does the patient/resident use glasses (or other corrective lenses) regularl,

EnterCode | 0. No

A 1. Yes
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CMS s seeking comment on the crastting applicability of th&lasses/Corrective Lensdata
element Specifically, CMS is soliciting comment on the following dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= =4 8 A4

How the Glasses/Corrective Lenskga elemenis collected

The data elemer@lasses/Corrective Lensean be administered by any clinician who has been
trained to conduct thisssessmenPrior to beginning, the assessor is instrdd¢teask the
patient/resident whether he or she uses eyeglasses or other vision aids and whether the eyeglasses
or vision aids are with them in the PAC settifidote: visual aids do not include surgical lens
implants) If the patient/resident cannot resyplo the assessor then checks with family and care
staff regarding the pati ent ' -dayassessiahteperiod. The us e
assessor also obserweletherthe patient/residenisescorrective lenses (or othersion aid)

during tre assessment and mayar to patient/residemibocumentatior{e.g., medical recordnd

otherstaff observations:Regularly i s d eséfor cedaih sedfic activities (e.g.,

reading) ora daily or almost daily basa for more than 2percentof the day each day,

regardless of activities.

Howthe Glasses/Corrective Lensdata elemenis coded

Regular use of glasses or corrective lenses is codechasdgular use of corrective lenses is
coded as 0.
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Hearing Aid

The Hearing Aiddata element assesses the patient/residgependence on any device for

hearing impairment. Once a hearing impairment has been identifiedf a hearing aid may

help mitigate many potential communication problems with staff and caregivers. Spgcifical

hearing devices may enable patients/residents to better communicate their wishes regarding their
care plans and other services. Use of hearing-aid®ther nortechnical methods of adapting

to hearing loss (speaking loudly, increasing the volumelewiseéons or telephone speakers

may i mprove a patient’'s/resident’s ability to
sociable. Moreover, increases in ability to hear and communicate may debezaseof

depression, fallor injury, andmprovea pat i ent ' s /qualtygofldeeMany s over al
persons who benefit from and own hearing aids do not haveupamarrival at the nursing

home or arrive with hearing aids that are not functional.

Data elementspecificatiors

The tableshows the assessment instruments usingtbaring Aiddata element. A similar data

el ement assessing a resident’s use of a hear.i
this data element recordéhethera hearing aid is used during the assessmenif the resident

uses hearing aids regularly in everyday. [ffbe draft data elementepicted belowperformed

well in the Alpha 1 pilot.

Table: AssessmelristrumentsUsing the Hearing AiData Hement

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Element

Assessment used in

PAC PRD

OASIEC2

IRFPAI V1.4

LCD%3.0

MDS 3.0v1.14 "H Asks whethehearing

aidisusedduring
assessmenmot if
usedregularly

CMS is soliciting comment on the Hearing Aid data element as shown below.

E1.Does the patient/resident use a hearing aid (or other hearing appliance) regularly?

Enter Code | 0. No, the patient/resident doeNOTuse a hearing aid/appliance regularly.

A 1. Yes, the patient/resident uses a hearing aid/appliance regularly.
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CMS s seeking comment on the crastting applicability of thélearing Aiddata element
Specifically, CMS is soliciting comment on the following dimensions:

Potential fonmproving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= =4 8 A4

How the Hearing Aidlata elemenis collected

The data elemendearing Aidcan be administered by any clinician who has been trained to

conduct thisassessmenPrior o beginning the assessment, the assessor is instructed to ask the
patient/resident whether he or she owns a hearing aid or other hearing appliance and, if so,

whether it is in the PAC setting. If the patient is unable to respond to a verbal question, the

guestion is written down and read by the patient/resident. If the patient/resident cannot respond

to the verbal or written question, the assessor then checks with family and care staff regarding
the patient’ s/ resident’ sssoralgpwbserveghaitherthe of hear i
patient/residentiseshearing aids during the assessment and mfey to patient/resident
documentatior{e.g., medical recordndotherstaff observations.

HowtheHearing Aiddata elemenis coded
“Regularly i s d e feithareeadtainespeciffc activities (e.g., reading)acaily or almost

daily basisor for more than 2Bercentof the day each day, regardless of activitisgular use
of a hearing aid is coded asrib regular use of a hearing agddoded as 0.
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Medication Reconciliation

Almost onetenthof Medicare beneficiaries experienced an adverse drug event)(Aldh as
delirium, bleeding, fall or injury, or constipatipturing their stay in a SNF in 201Qf these,
two-thirds were classified geventablé? Approximatelyonehalf of all hospitairelated
medication errors anohefifth of ADEs occur during transitions between settings, including
admission to, or discharge from a hospital to home or a PAC setting, or transfer between
hospitals™>%

Medication reconciliation (MR) is a process of reviewing an individual's complete and current
medication listStandardized MR is important because of the large numbers of ADEs in PAC
settings and the potential to promptrsoncentered, higlguality care by, for example,

facilitating better care continuity and coordination, data exchange and interoperability between
settings, payment analysis, and longitudinal outcome analysisg results from a previous

study of SNFS? we estimated the number of Medic&eefor-Service EFS patients in the four
PAC settings with at least one ADE22,554in HHAS, 206,236 in SNFs, 31,659 in IRFs, and
5,502 in LTCHs. MR interentions have been shown to be a-@ftctive way to avoid ADEs

by reducing errors, especially when medications are reviewed by a pharmacist and when MR is
done in conjunction with the use of electronic medical recorddMedication discrepancies
identified during MR can be resolved by changing the prescribed dissentinuing or

restarting medicationsnd providing patients with better information about their prescriptions.

The data elements in this section address the process of MR at care transitiQisychirasny
transition between acute care hospital stays and a PAC setting, or betweentPW€. Jdte

proposed MR data elements address the five steps of MR outlined by the Joint Commission: (1)
develop a list of current medications; (2) develop a list of medications to be prescribed; (3)
compare medications on the lists; (4) make clinical dwtssbased on the comparisons; and (5)
communicate the new list to the patient/resident and appropriate caregivers.

The respondent for data elements below is the provider, not the patient/resident. The provider
(chosen by each PAC facility/agency) willeteto search for information in the

patient’ s/resident’s chart and other informat
steps of the medication reconciliation process occurred. This respondent may not necessarily be

the same provider who compldtmedication reconciliation. Thus, clear documentation and time
stamping will be key to accurately reflegy what happened in the MR process via these

assessment data elements

The sources of information to inform tMR process should include but iz limited to:

1 Inspection of all medications, including the container label as well as the pills inside
the container

1 Patient/resident assessment, which involves asking the patient/resident to ask what
drugs the patient/resident may have

1 Family caregiveassessment, which involves asking as a proxy informant what drugs
the patient/resident may have

1 Electronic and paper medical records
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Clinical records

Plan of care

Medication administration records (MARS) or electronic MAR (eMARS)

Risk management system

Pharmacies

Prescribers

Discharge summary

Discharge orders

Transfer orders (sometimes called “discha
Discussions with other staff responsible for completing MR.

=4 =4 =4 -8_9_9_9_°5_2°_-2

Specific places in the patient/resident chart in winiébrmation could be found include
“mi scell aneous notes” or “nurse’s notes” sect

The following data elemesiaire described further in the sections below. CMS is seeking
comment on these data elements for use in a standardized clinical assef#meditaion
Reconciliation.

Medication Reconciliatior Completion

Medication Reconciliatior Use of Medications in Specific Classes

Medication Reconciliatior Indication

Medication Reconciliatior Discrepancies

Medication Reconciliatior Discrepancies Addressed with Patient/Resif&regiver
Involvement

Medication Reconciliatior Discrepancies CommunicatedRbysician

Medication Reconciliatiorr Recommended Actions Taken

Medication Reconciliatior List Communicatedo PatientResidentCaregivefCare
Team/Pharmacy

= =4 =4 -8 A

= =4 =
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Medication Reconciliatiorg Completion

TheMedication Reconciliatior- Completiondata elerarnt asks the assessor whether this process
took place during the allotted tinfimme. If not, remaining questions may not be relevant. The
assessor should basis or heranswer on documentation. SubsequdRt, to improve patient
safety if not previously done, is desiralt®wever MRcurrently underwaghould not be used

to answer gestions in this assessment.

Data elementspecificatiors
Medicaion Reconciliationdata elements are not in use in any of the four PAC assessment
instruments and were not tested in the PAC PRi2.Completiondraftdata elemendepicted

below, will be evaluated irafeasibility testin the spring and summer of 2017.

CMS is soliciting comment on thdedication Reconciliatior Completionas shown below.

F1b.Is there doeimentation that medication reconciliation waslone?

A 0=No
A 1=VYes

CMS s seeking comment on the crastting applicability of thdledication Reconciliatior
Completiondata elementSpecifically, CMS is soliciting comment on the following dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 48 -9

How theMedication Reconciliatioii Completion data elemer# collected

The assessoeviews therecord for documentation of reconciliation. The definition of

medi cation reconciliati on s hsiepprocestl)aévelopav t he J
list of current medication®) develop a list of medicains to be prescribe®) compae

medications on the listd;) make clinical decisions based on the comparisons5and

communicate the new list to the patient/residand appropriate caregivefdl five steps should

have occurreavithin the 3day lookback periodor medication reconciliation to be considered

complete.
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How the Medication Reconciliatioii Completion data elemers coded

A code of 0 is recorded if thessessadoes not find evidence of reconciliation in the record. A
code of 1 is reaaled if a check bowr a reconciled list or other indicator of complete MR is

found in the record.
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Medication Reconciliatiorg Use of Medications in Specific Classes

Thedata elements that compristdication Reconciliatior Use of Medications ispecific
Classesssessvhether and for how long a patient/resident is taking any drugs in a number of
classesmost ofwhich are most likely to cause adverse eveoted bythe HHS National Action
Plan for Adverse Drug Event Prevention, Office of Inspe@eneral Report okledicare

Atypical Antipsychotic Drug Claims for Elderly Nursing Home Residents, and the CDC Report
on The Core Elements of Antibiotic Stewardship for Nursing Homes

Data Element Specification
Medicaion Reconciliationdata elementare not in use in any of the four PAC assessment
instruments and were not tested in the PAC PRi2.Use of Medications in Specific Classes

draft data elemest depictedbelow, will be evaluated irafeasibility testin the spring and
summer of 2017.

CMS is soliciting comment on thdedication Reconciliatior Use of Medications in Specific
Classeslata elemeistas shown below.
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Fl1c.Indicate thenumber of DAY She patient/resident received the following medications
during thelast 7 days or since admissidigcharge/SOC/ROC if less than 7 ddyke
patient/resident is taking more than one medication in the same class, the highest nun
of days sbuld be used.

EnterDays
A F1ct Anticoagulants
EnterDays
A F1c2:Anti-platelets (excluding 81 mg aspirin)
EnterDays
A F1c3:Hypoglycemics (for example, insulin)
EnterDays
A F1c4:Opioids
EnterDays
A F1c5:Anti-psychotics
EnterDays
A F1c6:Anti-microbials (excluding topicals)
EnterDays
A F1c7:Antidepressants
EnterDays
A F1c8Diuretics
EnterDays
A F1c9:Antianxiety
EnterDays
A F1c10Hypnotics

CMS s seeking comment on the crastting applicability of thdledication Reconciliatior
Use of Medications ispecific Classedata elementsSpecifically, CMS is soliciting comment
on the following dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 48 -
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How theMedication Reconciliatioii Use of Medicatios in Specific Classes data elements are
collected

The assessorcheckep at i ent’ s/ resi dent’ s me dpedfiedtirugo n
classesand notes the number of dathe patient/resident took medications in this class in the
past 7days or since admissi@tart of care (SO@esumption of care(ROGY) less than 7 days

How the Medication Reconciliatioii Use of Medications in Specific Classes data elements are
coded

The assessaoecordsa number representing the number of daygp#teent took medations in
this class in the past 7 days or since admission/SOC/R@@atient/resident is taking more
than one medication in the same class, the longest period should be used.
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Medication Reconciliatiorg, Indication

Thedata elements that compristedication Reconciliatior Indicationassessvhether the

prescriber included an indication for each medication irptlaet i e n t

medications

Data elementspecificatiors

lsst/or listsof d e n t

Medicaion Reconciliationdata elements are not in use in any of the four PAC assessment
instruments and were not tested in the PAC PRDAIpha 1 testing, assessors reported
indications in about 2percentof patients assessed, with the rate varying by setting. Patients in
SNFshad the highest rates, betweenpé2cent(facility nurses) and 56ercent(research nurses)
while fewer than 1@ercentof patients receiving home health care were assessed as having
indications in their medication list(Shhe draft Indicatiordata elenens, depictedbelow, will be

evaluated irafeasibility testin the spring and summer of 2017.

CMS is soliciting comment on thdedication Reconciliatior Indication data elemesiis
shown below.

F1d. Was there an indication notefdr all medications in these medication classgs

CHECK ONE BOX FOR EACH OF THE MEDICATION CLASSES THE PATIENT/RESII

NO (0)

YES (1

F1d1:

Anticoagulants

F1d2:

Antiplatelets (excluding 81 mg aspirin)

F1d3:

Hypoglycemics (foraxple, insulin)

F1d4:

Opioids

F1d5:

Antipsychotics

F1d6:

Antimicrobials (excluding topicals)

F1d7

. Antidepressants

F1d8:

Diuretics

F1d9

. Antianxiety

F1d10: Hypnotics

CMS s seeking comment on the crastting applicability of thdledication Reconciliatior
Indicationdata elementsSpecifically, CMS is soliciting comment on the following dimensions:

= =4 -4 A

How theMedication Reconciliatioii Indicationdata elements areollected

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix
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TheMedication Reconciliatior Indication(F10d) data elementsan be administered by any
clinician who has been trained to conduct #isessment hesedata elemeistask if the

prescriber included an indication for each medication on the list or multiple lists obtained from
the information sources.

How the Medication Reconciliatioii Indicationdata elements arenoded

Fordata elements1d1-F1d10, theassessomar ks O arfddbr f 6 No“ Yes
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Medication Reconciliation Discrepancies

Thedata elements that compriskedication Reconciliatior Discrepanciegassess whethéne

review of medication lists identified any medication discrepancies. This is an important step for
preventing mistakes in prescription of medicine to patients/residents.

Data elementspecificatiors

Medicaion Reconciliationdata elements are not in use in any of the four PAC assessment
instruments and were not tested in the PAC PRi2.draft Discrepnciesdata elemeist
depictedbelow, will be evaluated irafeasibility testin the spring and summer of 2017.

CMS is soliciting comment on thdedication Reconciliation Discrepancies data elemeas
shown below.
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Fle.Were there discrepancies involving medications in these nuadion classes?

CHECK ONE BOX FOR EACH OF THE MEDICATION CLASSES THE PATIENT/RE
TAKING

IF NO DISCREPANCIES ARE IDENTIFIED IN THE LIST OF MEDICATION CLASS N
SKIP TO F1i.

NO (0) | YES (1) | Missing
information on
sources OR
lack of
documentation

9)

Flel: Anticoagulants
Fle2: Antiplatelets (excluding 81 mg
aspirin)

F1e3: Hypoglycemics (for example,
insulin)

Fle4: Opioids

F1e5: Antipsychotics

F1e6: Antimicrobials (excluding
topicals)

Fle7: Antidepressast

F1e8: Diuretics

F1e9: Antianxiety

F1e10: Hypnotics

CMS s seeking comment on the crastting applicability of thdledication Reconciliatior
Discrepancieslata elementsSpecifically, CMS is soliciting comment on the following
dimensions:

Potential for improving quality

Validity

Feasibility for use in PAC

Utility for describing case mix

= =4 4 9

How theMedication Reconciliatioii Discrepancieslata elements areotlected

TheMedication Reconciliatior Discrepancie$F1¢ data elementsan be administered by any
clinician who has been trained to conduct #ssessmenthese data elements atkhe review
identified any medication discrepancies.

97



How the Medication Reconciliatioii Discrepancieslata elements areoded

For Fletheassessomar ks O f or “No, " 1 for “Yes"” and
sources or | ack of documentation.”
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Medication Reconciliatiorg Discrepancies Addressed witPatient/ResidentCaregiver
Involvement

Thedata elements that compriskdication Recontiation — Discrepancies Addressed with
Patient/Resident/Caregiver Involvemens Kk about the patient’s/resid
patient’'s/resident’”s family/ f or mskidiscegancegi ver'’
or potential adverse drugyents.

Data elementspecificatiors

Medicaion Reconciliationdata elements are not in use in any of the four PAC assessment
instruments and were not tested in the PAC PRi.draftDiscrepancies Addressed with
Patient/Resident/Caregiver Involvemelata elemeist depictedbelow, will be evaluated ira
feasibility testin the spring and summer of 2017.

CMS is soliciting comment otine Medication Reconciliatior Discrepancies Addressed with
Patient/Resident/Caregiver Involvemelata elemerstas shavn below.
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CHECK ONE BOX FOR EACH OF THE MEDICATION CLASSES THSIBANENT /R
TAKING

NO (0) | YES (1) | Missing
information

on sources OR
lack of
documentation

9)

F1f1: Anti-coagulants

F1f2: Anti-platelets (excluding 81
mg aspirin)

F1f3: Hypoglycemics (for example
insulin)

F1f4: Opioids

F1f5: Anti-psydotics

F1f6: Anti-microbials (excluding
topicals)

F1f7: Anti-depressants

F1f8: Diuretics

F1f9: Antianxiety

F1f10: Hypnotics

CMS s seeking comment on the crastting applicability of thdledication Reconciliatior
Discrepancies Addressed with Patient/Resident/Caregiver Involvelaenélements
Specifically, CMS is soliciting comment on the followidgnensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= -4 -4 -9

How theMedication Reconciliatioin Discrepancies Addressed with Patient/Resident/Caregiver

Involvementata elements areollected

TheMedication Reconciliatior Discrepancies Addressed with Patient/Resident/Caregiver

Involvement(F1f) data elementsan be administered by any clinician who has been trained to

conduct thisassessmenthe data elemestisk whether the PAC provider invotvéne
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patient/resident or their family/formal caregiver in addressing-hgkhdiscrepancies or potential
adverse drug events.

How theMedication Reconciliatioii Discrepancies Addressed with Patient/Resident/Caregiver
Involvementlata elements areoded

For F1f theassessomar ks O f or “No, ” 1 for “Yes” and 9 f

|l ack of documentation. ”
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Medication Reconciliatiorg Discrepancies Communicated fhysician

Thedata elements that compriSkdication Reconciliatior Discrepancies Communicated to
Physicianassessvhether the PAC provider contacted a physician regarding the altisigh
discrepancies and potential adverse drug eweittign a 24hour timefrane. It also asks about
the timeline for contacting the phgsn.

Data elementspecificatiors

Medicaion Reconciliationdata elements are not in use in any of the four PAC assessment
instruments and were not tested in the PAC PRi2.draft Discrepancies Communicated to
Physiciandata elemeist depictedbelow, will be evaluated ira feasibility testin the spring and
summer of 2017.

CMS is soliciting comment on thdedication Reconciliatior Discrepancies Communicated to
Physiciandata elemeistas shown below.
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F1g. Were discrepancies regarding these medication classes communicated to the
physician (or physiciatgesignee) within 24 hours cidmissioridischarge/SOC/ROC?

CHECK ONE BOX FORHE®F THE MEDICATION CLASSES THE PATIENT/RESIC
TAKING

NO (0) | YES (1) | Missing
information

on sources OR
lack of
documentation

9)

F1gl: Anticoagulants

F1g2: Antiplatelets (excluding 81
mg aspirin)

F1g3: Hypoglycemics (for example
insulin)

F1g4: Opioids

F1g5: Antipsychotics

F1g6: Antimicrobials (excluding
topicals)

F1g7: Antidepressants

F1g8: Diuretics

F1g9: Antianxiety

F1g10: Hypnotics

CMS s seeking comment on the crasttingapplicability of theMedication Reconciliatior
Discrepancies Communicated to Physiailata elementSpecifically, CMS is soliciting
comment on the following dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= -4 4 A

How theMedication Reconciliatioin Discrepancies Communicated to Physicikata elements
are ollected

TheMedication Reconciliatior Contact PhysiciafF1g data elementsan be administered by
any clinician who has been traineddonduct thimssessmenthese data elements atkhe
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PAC provider contacted a physician (or physiei@signee) about all higtsk discrepancies
and potential adverse drug events within 24 ho@ieslmission/discharge/SOC/ROC

Howthe Medication Reanciliationi Discrepancies Communicated to Physiciita elements
are mwded

For Flgtheassessas el ect s O for “ No, tHerlphygsi tiaas. wWagt
assessoa |l so can select 9 for “Unknowdocumeniatorsi ng i n
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Medication Reconciliatiory Recommended Actions Taken

Thedata elements that compristedication Reconciliatiorr Recommended Actions Takene

a follow up toMedication Reconciliatior Discrepancies Communicated to Physicilimese

daa elementassess whethéne PAC provider completed the physician

prescribed/recommended

Data elementspecificatiors

Medicaion Reconciliationdata elements are not in use in any of the four PAGassnt

acti

ons withi

n

24

instruments and were not tested in the PAC PRB.draftRecommended Actions Takeata

elemens, depictedoelow, will be evaluated irafeasibility testin the spring and summer of

2017.

CMS is soliciting comment on &Medication Reconciliatiorr Recommended Actions Taken

data elemestas shown below.

physician responded?

TAKING

F1h Were recommended physician (or physicigiesignee) actions regarding
discrepancies for these medication classes carried out within 24 hours after the

CHECK ONE BOX FOR EACH OF THE MEDICIAASSHES THE PATIENT/RESIDEN

NO (0)

YES
)

Physician
has not
responded

(8)

Missing
information on
sources OR
lack of
documentation

(9)

F1h1: Anticoagulants

81 mg aspirin)

F1h2: Antiplatelets (excluding

F1h3: Hypoglycemics (fo
example, insulin)

F1h4: Opioids

F1h5: Antipsychotics

F1h6: Antimicrobials
(excluding topicals)

F1h7: Anttdepressants

F1h8: Diuretics

F1h9: Antianxiety

F1h10: Hypnotics
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CMS s seeking comment on the crastting applicability of thdledication Reconciliatior
Recommended Actions Takeata elementsSpecifically, CMS is solicitingomment on the
following dimensions:

1 Potential for improving quality
1 Validity

1 Feasibility for use in PAC

1 Utility for describing case mix

How theMedication Reconciliatioiit Recommended Actions Taldata elements areoiected

TheMedicationReconciliation- Recommended Actions Takérlh data elementsan be
administered by any clinician who has been trained to conduadbessmenthese data
elementsask about the outcomes from the physician (or physibésignee) response. The
assessoanswers whether the PAC provider completed the physician (or phydesignee)
prescribed/recommended actions within 24 hours in response to discrepancies for relevant
medication classes.

How the Medication Reconciliatioit Recommended Actions Taldata elements areoded
Theassesss el ects O for “No, t hoel afcotri o' rnYssesspe’r eT hneo t

selects 8 for “Physician has not responded an
|l ack of documentation.’
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Medication Recouwiliation ¢ List @mmunicated to Patient/ResidentCaregivefCare
Team/Pharmacy

The Medication Reconciliatior List Communicated to Patient/Resident Caregdaga element

asks about the PAC provider’s commthaei cati on o
patient/ resident or pattheprestribess/and¢hecackeeant ' s f or m
responsible for the amatitdrt patiesitdesdtr'esi dame

Data elementspecificatiors

Medicaion Reconciliationdata elenents are not in use in any of the four PAC assessment
instruments and were not tested in the PAC PRi2.draftList Communicated to
Patient/Resident Caregiv€are Team/Pharmadata elementepictedoelow, will be evaluated
in afeasibility testin thespring and summer of 2017.

CMS is soliciting comment on thdedication Reconciliatior List Communicated to
Patient/Resident Caregiv€are Team/Pharmadata element as shown below.

F1i. Was the reconciled medication list communicated to any of the following?

CHECK ALL THAT APPLY

O 1 =Patient/resident or patient’s/resident’s family/formal caregiver
O 2 =Prescribers and the care team responsible for the
patient’s/resident’s care following
admission/discharge/SOC/ROC
O 3 =Patient's/resident’s pharmacy that will be filling most of the
medications following
admission/discharge/SOC/ROC
O 9 =Missing information sources or lack of documentation

CMS s seeking comment on the crastting applicability of thdledication Reconciliatior
List Communicated to Patient/Resident Cared{vare Team/Pharmadata element
Specifically, CMS is soliciting comment on the following topics:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= =4 -4 A

How theMedication Reconciliatioii List Communicated to Patient/Resid@aregivefCare
Team/Pharmacygata elemenis collected
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TheMedication Reconciliatior List Communicated to Patient/Resident Careg(¥#éi) data
elementcan beadministered by any clinician who has been trained to conducsbessment
This data el ement asks “Was theanyefthenci | ed me
following:t he patient/ resident or pat,ihepredcriberdanke si den
care team responsible for the patieft’s/resid

How the Medication Reconciliatioii List Communicated to Patient/Resident Caregdeta
elementis coded

Theassessaselectdl if informationhas been communicated to the patient/resident or

patient’  s/resident’s family/for mal caregi r,
prescribers and care team responsible for h e
beencommunicate t o t he pat i entTheassessoslsodaa select$forphar macy
“Mi ssing information sources or |l ack of docum

Ve
t

108



Care Preferences

The assessment and understanding of patient care preferences and goals for care is critical to
ensuringpatientcentered and preferercencordant care through the course of a PAC

episodéstayand beyond. In addition to clinical guidelines, information about patient preferences
provides important direction for developing a care plan, selecting treatmentpatid tailoring
interventions™® Eliciting, documentingcommunicatingand transferring information about a
patient’'s preferences for care and their goal
evaluating progress, and assuring patirtitered care iRAC settings’® In PAC settings,

preferences are likely to encompass both preferences for basdths well as preferences for

daily routine and lifestyle. Undergirding all these preferences is an implicit expressiaines v

such as privacy, autonopgnd agency.

Use of standardized patient assessment data promotes traressferpfa t i e ntheath r esi den
information and care preferences to the individual, family caregivers, and providers of services

that furnish data elements and services t@#tent/residenas he or she transitions from acute

care to another setting and from a PAC providemother setting or back to the home. Knowing

care preferences is essential for smooth care transitions that are acdeptableatient and

family. Smooth transitions between settings are especially important for patients in PAC settings
because of theegative impact of disruptiondnh e p at i e mhysical/heakhsandd ent ' s
mental wellbeing. Accurate information may be particularly important for patients who have
expectations of returning home. For example, a patient might express a prefereeeriorg

to home but also express a preference for minimal physical rehabilitation, making a return to

home more difficult or impossible to achieve. Such a situation would require additional time on

the part of the pr ovi deetations, etdlestilltassessingandt t he pa
acknowledgingta pati ent’' s stated preferences.

The following data elemesire described further in the sections below. CMS is seeking
comment on these data elements for use in a standardized clinical assef<neat
Preferences.

Advanced Cee Directive— Healthcare AgentChart Review)

Physician OrderéChart Review)

Goals of Care (Chart Review)

Preference for Involvement of Family/Friends in Care DecigiPasient Interview)
Preferencefor Involvement in Decision Making (Information Preferend@gtient
Interview)

= =4 =4 -8 9
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Advanced Care DirectiveHealthcare Agent (Chart Review)

The Advanced Care Directive Healthcare Agentlata element assesses whether the medical
record contains appradprat e and necessary documentation reg
surrogate healtbare decision maker

Data elementspecificatiors

The tableshows the assessment instruments usinddvanced Care Directive Healthcare

Agentdata element. A similatata element was tested in the PAC PRD and was shown to be
feasible across PAC settings. The draft data element, depicted below, was evaluated in the Alpha
1 pilot test and demonstrated excellent reliability.

Table: Assessment Instruments using the AdedrCare DirectiveHealthcare Agent

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Element

Assessment used in "H

PAC PRD

OASISC2

IRFPAI V1.4

LCD%3.0

MDS 3.0 v1.14

CMS is soliciting comment on the Advanced Care Directitealthcare Agent data element as
shown below.

Gla. Does the patient/resident have a designated Health Care Agent as authorized under
state law to make healthcare decisions in the event that he/she is unable to make his or her
own decisions AND there is legal documentation in the medical record?

O 0=No

O 1=Yes

CMSis seeking comment on the crastting applicability of thé&dvanced Care Directive
Healthcare Agendata elementSpecifically, CMS issoliciting comment on the following
dimensions:

1 Potential for improving quality
1 Validity

9 Feasibility for use in PAC

1 Utility for describing case mix

How the Advanced Care DirectiveHealthcare Agent data element is collected
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The Advanced Care DirectiveHealthcare AgentG1g dataelementcan be administered by

any clinician who has been trained to complete this assessment. The information to complete this
data el ement can be found only in the patient
reviewthe medical record andentify any evidence of a patient/resideesignated healttare

decision maker. This includes all legal documentation such as a state advance directive form, a
Physician Orders for Life Sustaining Treatment (POLST) or Medicalr®fde Life Sustaining

Treatment (MOLST) form, a conservatorship form, or any other legal document conferring

durable power of attorney for healtthre or surrogate role to an individual other than the
patient/resident.

Howthe Advanced Care Directivie Healthcare Agent data element is coded

If there is no legal documentation found in the medical record pertaining to a surrogate health

care decision maker (answer is “no”), the dat
documentation found inthemedi¢ r ecor d pertaining to a surroc(
element is coded as 1. If the documentation in the medical record is unclear as to the-decision

making status of the identified individual, i.e., if it is unclear whether the identified indivisl

authorized by law to make health care decisions for the patient/resltedata element is

coded as 0
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Physician Orders (Chart Review)

ThePhysician Orderdata elemendssesses whether the medical record congaiinge physician
orders for specific treatment choices.

Data elementspecificatiors

The draft Physician Orders data elemeéepictedoelow,will be evaluated irafeasibility testin
the spring and summer of 2017 and was informed by a data elentleatntDS 2.0.

Table: Assessment Instruments using the Physician Orders

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Element

Assessment used in

PAC PRD

OASIEC2

IRFPAI V1.4

LCD%3.0

MDS 3.0v1.14 "H Similar to MDS

(Version 2.0, Section
'Y vmn a! H
5ANBOUADS?

CMS is soliciting comment on the Physician Orders data element as shown below.

G1b. Does the patient/resident have any of the following physician orders documented and
active in the medical record?

CHECK ALL THAT APPLY:

a = Do not resuscitate (DNR)

b = Do not intubate (DNI)

¢ = Do not hospitalize (DNH)

d = Antibiotic restrictions

e = Comfort care preference(s)
z = None of the above

OO0oo0ooaq

CMS s seeking comment on the crastting applicability of th&hysician Orderdata element
Specifically, CMS is soliciting comment on the following dimensions:

1 Potential for improving quality
1 Validity
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1 Feasibility for use in PAC
1 Utility for describing case mix

How the Physician Orders data element is collected

ThePhysicians Orderdataelementcan be administered by any clinician who has been trained

to complete this assessment. The information to complete this data element can be found only in
the patient/resident’s medical record. The as
record and identifieanyevidence of documented physician orders for treatment preferences,

such as “do not intubate” or “do not admini st
the intent should be clear and it should be an active physician Bigesician notes that are not

orders do not apply. Standardized forms such as a POLST/MOLST form are acceptable
documentation of physician orders.

HowthePhysician Orders data element is coded

The assessor lists as many categories as apply for hysiaers (i.e., select all that apply).

The codes are described as follows: a for “do
(DNI') ,” ¢ for *“do not hospitalize (DNH),” d f
measures only. If no appéible physician orders appear in the medical record, the assessor
selects the z coddée, “hooereobfthheabboet. applie
should be selected.
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Goals of Care (Chart Review)

The data elements that compriSeals of Care (Chart Reviewapssessvhether the medical
record includes documentation of key conversations the care team may have had with the
patient/resident about overall goals.

Data elementspecificatiors

The Goals of Care (Chart Review) dataments araot in use in any of the four PAC
assessment instrumenkowever, the LCDS v3.0 contains functional discharge goals (Section
GG). The firstdata element presented hexenodified from a data element tested in the PAC
PRD. The draftdata elerents, depictedbelow, will be evaluated irafeasibility testin the spring
and summer of 2017.

Table: Assessment Instruments using the Goals of Care

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Element
Assessment used in "H Modified from PAE
PAC PRD PRD
OASISC2
IRFPAI V1.4
LCD%3.0 "H Section GG contains
functional discharge
goals
MDS 3.0v1.14

CMS is soliciting comment on the Goals of Care (Chart Review) data elements as shown below.
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Glc. Is there documentation in the medical record indicating that a conversation
between the patient/resident {or representative) and the care team (or physician) took
place about the patient’s/resident’s goals for care?

O 0=No [IF NO, SKIP TO G1-END TIME]
O 1=yYes
0 9= unknown or unable to assess [IF NO, SKIP TO G1-END TIME]

G1d. Did the documented conversation about goals of care indicate any of the
following types of goals?

CHECK ALL THAT APPLY
O 1 = Physical Goals
O 2 =FEmotional Goals
O 3= Social Goals
O 4 =Intellectual/Mental Goals
L0 5= 0Other:

CMS s seeking comment on the crastting applicability of th&oals of Care (Chart Review)
data elementsSSpecifically, CMS is soliciting comment on the following dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 48 -9

How the Goals of Care (Chart Review) data elements are collected

The Goals of Care (Chart Reviewtaelemens can be administered by any clinician who has

been trained to complete this assessment. The information to complete thetendaitas can

be found only in the patient/resident’s medic
patient’s/resident’ s anmevidance afldocumemted distisssionsiofl i d e n
goals of care. These may exist in a number of sources withinthegant ' s/ resi dent ' s
documentation, including notes from any of the providers and the care plan. Discussions may be
formal or informal, but the intent should be cldaiscussions must have taken place within

arrival to this facility, or 365 days, wdhever is shortest. Documentation prepared specifically

for transferring to this facility may qualify, as applicable. The assessor completes data elements
GldGlg only if i1 tem Glc has a response of “Yes
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Howthe Goals of Care (Chart Review) dagéements are coded

A code of 0, “no,” i1Is recorded if documentat.
patient/resident (or their proxy) did not take place, and the section is ended. If it is unclear then 9
is coded, and the section is endedocAcce of 1, “yes,” is recorded i

conversation between a provider and the patient/resident (or their proxy) discussing a
pati ent ' s/ rifeGddiskcededas 5 thegagsedss moves to Bilelassessor checks 1
if the dowmented conversation included a discussion of physical goals, 2 if it included a
discussion of emotional goals, 3 if it included a discussion of social goals, 4 if it included a
discussion of intellectual/mental goals, and 5 if it included a discussmtheirf types of goaldt

it is coded as 5, additional specification is necessary.
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Preference for Involvement of Family/Friends in Care Decisions (Patient Interview)

ThePreference for Involvement of Family/Friends in Care Decisilata element eligtthe
patient’ s/resident’s preferences regarding ho
should be provided to the patietesident s f a mi | y and how de€isionseagatdng

the patient’  s/resiedent’s care should be mad

Data elementspecificatiors

The tableshows the assessment instruments usin@téierence for Involvement of

Family/Friends in Care Decisiodsita element. A related data element is currently in use in the
MDS 3.0. This data element was also tested in the PAC PRIband to be feasible and

reliable across PAC settings. The draft data element, depicted below, was evaluated in the Alpha
1 pilot test and demonstrated excellent reliability.

Table: Assessment Instruments Using the Preference for Involvement of Faimilgé-in Care
Decisions Data Element

Instrument Has Same or | Data Element Other information
Similar Data | Variations
Element

Assessment used in "H Preferences for

PAC PRD family or significant

other involvement in
care discussions

(yes/no)
OASIEC2
IRFPAI V1.4
LCD%$3.0
MDS 3.0v1.14 "H Preferences for

family or significant
other involvement in
care discussions
(yes/no)

CMS is soliciting comment on the Preference for Involvement of Family/Friends in Care
Decisions data element as shown below.
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Involvement of Family/friends in Care Decisions

A2. Ask Patient/Resident — “It is important for us to understand how you'd like your family,
friends, or significant others involved in your care. How important is it to you to have your
tfamily or a close friend or significant other involved in discussions about your care?”

Enter Code

]

1.

oo R WM

Very important

Somewhat important

Mot very important

Not important at all

Important, but can't do or no choice

Mo response or non-responsive

CMS s seeking comment on the crastting applicability of th@reference for Involvement of
Family/Friends in Care Dectmisdata elementSpecifically, CMS is soliciting comment on the

following dimensions:

Potential for improving quality

Feasibility for use in PAC
Utility for describing case mix

1
1 Validity
1
1

How the Preference for Involvement of Family/Friends in @geisions data element is

collected

ThePreference for Involvement of Family/Friends in Care Decisilatgelementcan be
administered by any clinician who has been trained to complete this assessment. First, the

assessor reads aloud the introductfotiis important for us to unddrsa n d

how you

d

family, friends or significant othergvolved inyourcaré. Then t he assessor as

“How important is it to you to have your family or a close friendignificant othemvolved in
aThenuhe or ghe readtouwdeacheo® he r esponses
somewhat important, not very imogant, or not important at aland markgshat response in box

d scussions

next to the question.

Howthe Preference for Involvement of FayiFriends in Care Decisions data element is coded

The responses are coded as foll ows: 1
i mportant,” 4 for “not i mportant

“not very

and9forf no r espearsse omnrsinven
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Preferences for Involvement in Decision Making (Information Preferences) (Patient
Interview)

The data elements that compriBeeferences for Involvement in Decision Making (Information
Preference2 | i cit thespatinent’ $ rthefineountainforenationtheygar di n g
wish to receive regarding their condition.

Data elementspecificatiors

These data elements are not in use in any of the four PAC assessment instruments and were not
tested in the PAC PR[IThe data elemesstunderwent cognitive testing and revisions were made
based on PAC patient feedbadke draftPreferences for Involvement in Decision Making
(Information Preferenceslataelemens, depicted below, were evaluated in the Alpha 1 pilot test
and demonstrated excellent reliability.

CMS is soliciting comment on the Preference for Involvement in Decision Making (Information
Preferences) data elements as shown below.

Preferences for Involvement in Decision Making Questionnaire
Ada. Ask Patient/Resident: “I'd like to talk to you about how you prefer to be involved in
your care. Everyone copes with their condition differently. Do you prefer to know as much as
you can about the details of your condition and treatment, prefer some information, or prefer
not to know or to know very little?”
1. To know as much as you can
Enter Code 2. Some information

D 3. Not to know or to know very little

9. Unable to answer or non-responsive

CMS s seeking comment on the cras=ting applicability of th&reference for Involvement in
Decision Making (Information Preferenceigta elementsSpecifically, CMS is soliciting
comment on the following dimensions:

1 Potential for improving quality
1 Validity

1 Feasibility for use in PAC

{ Ultility for describing case mix

How the Preference for Involvement in Decision Making (Information Preferences) data
elements are collected

ThePreferences for Involvement in Decision Making (Information Preferedeg¢sg¢lemens

can be administered by any clinician who has beenetddio complete this assessment. First, the
assessorreadsthequestion: * d | i ke to talk to you about how
care. Everyone copes with thewnditiondifferently. Do you prefer to know as much as you can
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about the details of yowonditionand treatment, prefer some information, or prefer not to know

or to know very |little?” The question contain
neededT h e r e s p o maleto anpwelioonerespansive i s never read al o
patient’'s/resident’s response is recorded.

Howthe Preference for Involvement in Decision Making (Information Preferences) data
elements are coded

For the first question, the patient/resident indicates that he or she wariksow as much as
possible about his or her illness and treatmthig is coded as 1f the patient/resident indicates
that he or she wants limited information aboistdr her illness and treatment or that he or she
doesn’t want t ospdsesare catedcab 2 and 3hrespeetifalye
patient/resident is not responsive to the questi@nonresponse is codas9, without

comment
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PROMI®

ThePatientReported Outcomes Measurement Information System (PROMIS®) was developed
and isheld by theNational Institutes of Health (NIH)s part of the NIHRoadmap initiative that

set the standard for modern behavioral health measurement developM&ris soliciting

comment on the following data elements.

Sleep disturbance

Fatigue

Ability to participate in social roles and activities
Global health

= . _a _a
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Sleep Disturbance

Thedata elements that comprise tPIROMIS Sleep DisturbandeemBankassesselfreported
perceptions of sleep quality, sleep depth, and restoration associated with sleep. This includes
perceived difficulties and concerns with getting to sleep or staying asleep, as well as perceptions
of the adequacy of and satisfaction with plétdleep disturbance does not focus on symptoms of
specific sleep disorders, nor does it provide subjective estimates of sleep quantities (total amount
of sleep, time to fall asleep, amount of wakefulness during sl8ef@ctedtemswere

incorporated otthe basis ofelevartefor PAC settings.

All 12 items are baseoh the same look back period (past 7 days) apdibt Likerttype rating
scales (e.g.1not at all 2=a little bit 3=somewhat4=quite a bit 5=very much or 1=never

2=rarely, 3=sometime; 4=often; 5=always or 1= always; 2= often; 3=sometimes; 4= rarely; 5=
neve). Some of the positive worded items (i.e. items b, f, h and k) are in reverse order so that
higher score means more sleep disturbance.

Data elementspecificatiins

The full PROMISSleep DisturbancegdmBank contains 27 item#n initial testing, theSleep
Disturbancealata elementshowed strong correlation with the Pittsburgh Sleep Quality Index
(0.85.% Theslee disturbance short form highly correlates with the full bar® ©6.)The Sleep
Disturbancealata elementalso showed good sensitivity in patients with sleep disartterse
who were untreated had significantly higher scores than those who receiver g

It was necessary identify items within each item bank that may be most suitable for PAC use.
To assist in selecting the most appropriate items for consideration in PAC standardized
assessmentgedback was solicited froproject team advig's, members ad Technical Expert

Panel TEP), as well as from a large group of stakeholders. The itdmsen for inclusiowere
generally considered more specific than other itemsvaoré useful for encouraging further
discussiorregardingcare plannig. Items that were not included were judged as being vague, too
open for interpretation, possibly redundant with other assessment items in other danthins

were not applicable across PAC settirfggme items used terms that are not well understood, so
guestions were chosen that used more common vernacular. Some items used highly subjective
phrases; such as “deep sleep” or that “sleep
may not be understood universally. These items were not included of liems that were less
subjective. For sleep disturbance items specifically, many of the omitted items were listed as
possibly pointing to depression or anxiety symptoms, which is not the purpose of this
assessment. Some items were overly complex andivibeudlifficult to interpret. These items

were not included in lieu of simpler iten@MS is soliciting comment on tHellowing PROMIS
Sleep Disturbance data elenmgnt
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SAY TO PATIENRESIDENTI atn now going to ask you about your slesr the past 7
days including your perceived difficulties and concerns with getting to sleep or stayir
asleep. | will also ask you what you think about the adequacy of your sleep and how
satisfied yaol are with your sleep. All patients/residents are asked to answer these
guestions. Knowing the answers to these questions will help us provide you with a n
AYRAGARdzZ £t AT SR OFNB LX I ydé

Xla.ln the past 7 dayd had difficulty falling asleep

A 1= Notatall

A 2= Alittle bit

A 3 =Somewhat

A 4 = Quite a bit

A 5=Very much

A 7 = Patient/resident declined to respond
A 9 =Unknown or unable to assess
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X1b.In the past 7 dayst was easy for me to fall asleep

A 1= Always

A 2 =0Often

A 3 =Sometimes

A 4 =Rarely

A 5= Never

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess

X1c.In the past 7 dayd worried about not being able to fall asleep

A 1= Notat all

A 2 =Alittle bit

A 3 =Somewhat

A 4 = Quite a bit

A 5=Vey much

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess

X1d.In the past 7 dayd had trouble staying asleep

A 1= Never

A 2 =Rarely

A 3 =Sometimes

A 4 = Often

A 5= Always

A 7 = Patient/resident declined to respond
A 9= Unknown or unable to assess

Xle.In the past 7 dayd woke up and had trouble falling back to sleep

A 1= Never

A 2 =Rarely

A 3 =Sometimes

A 4 = Often

A 5= Always

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess
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X1f.In the past 7 dayd was satisfied with my sleep.

A 1= Always

A 2 =0ften

A 3 =Sometimes

A 4 =Rarely

A 5= Never

A 7 = Patient/resident declined to respond

A 9 =Unknown or unable to assess
X1g.In the past 7 dayd had trouble stopping my thoughat bedtime

A 1= Notatall

A 2= Alittle bit

A 3 =Somewhat

A 4 = Quite a bit

A 5=Very much

A 7 = Patient/resident declined to respond

A 9 =Unknown or unable to assess

X1h.In the past 7 daysmy sleep was restful

A 1= Always

A 2=0ften

A 3= Sometimes

A 4 =Rarely

A 5= Never

A 7 = Patient/resident declined to respond
A 9 =Unknown or unable to assess

X1i.In the past 7 dayd had trouble sleeping

A 1= Never

A 2 =Rarely

A 3 =Sometimes

A 4 =Often

A 5= Always

A 7 = Patient/residendeclined to respond
A 9 = Unknown or unable to assess
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X1j.In the past 7 dayany sleep was restless

A 1=Notatall

A 2= Alittle bit

A 3 =Somewhat

A 4 = Quite a bit

A 5=Very much

A 7 = Patient/resident declined to respond
A 9 =Unknown or uriale to assess

X1k.In the past 7 dayd got enough sleep

= Patient/resident declined to respond
= Unknown or unable to assess

X1l.In the past 7 dayd had trouble gettingito a comfortable position to sleep

A 1=Notatall

A 2 =Alittle bit

A 3 =Somewhat

A 4 = Quite a bit

A 5=Very much

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess

CMSis seeking comment on the crastting applicability of th&leepDisturbancelata
elementsSpecifically, CMS is soliciting comment on the following dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 -4 A4

How the Sleep Disturbandata elements areoliected

ThePROMIS Sleep Disturbance data elements are collected using a direct patient/resident
interview. Theassessor explains the reason for the interview before beginning. Then the assessor
shows the interview response choices on a cue cargeadd eachugston to the
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patient/resident. Thpatient/residenis askedo respond to each question by giving thesest
answey and the assessor records the responses in the boxes to the leftdziteatbment

While reading each of the statements and showing the patient/resident the responsdtaptions,
assessor doewt offer any predetermined definitions. The response should be based on the
patient’  s/resident’s own inmserpretation of

Howthe SleepDisturbance datalements areaded
Response scales are onveefpoint Likert scalewhere E not at all; 2a little bit, 3=somewhat
4=quite a bit 5=very much or 1=never 2=rarely, 3=sometimegs4=oftery S=alway9. Some of

the positve worded items (e.g. my sleevas restfylare in reverse ordeio that higher score
means more sleep disturbance.
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Fatigue

Thedata elements that comprise tHIROMIS FatigudtemBank evaluate a range of self

reported symptoms, from mild subjective feelings of tiredness to an overwhelming, debilitating,

and sustained sense of exhaustion that |ikely
and function normally in familyrosocial roles. Fatigue is divided into the experience of fatigue
(frequency, duration, and intensity) and the impact of fatigue on physical, mental, and social
activities.Selectedtemswere incorporated on the basisrefevartefor PAC settings.

All 10 items are based on the same lbakk period (past 7 days) and the same response scale (a
5-point Likerttype ratingscale where lrever 2=rarely, 3=sometimes4=often 5 =alway9

except itenf (where 1= very much; 2=quite a bit; 3=somewhat; Httla bit; 5=not at all) and

itemg (where 1= not at all; 2= a little bit; 3=somewhat; 4= quite a bit; 5= very much). Higher
score means more fatigue except for item f (I have energy), so that a highensaoseemore

fatigue except

Data elementspecificatons

The full PROMISFatigue temBank contains 95 item#n initial testing, the Fatigudata
elements werkighly correlated with th€unctional Assessment of Chronic lliness Therapy
(FACIT)-Fatigue scale (r =0.98 The calibrated fatigue bank also correlated hightp(89)

with the SF36 Vitality Scale® The Fatigualata elementslso showed significant
responsiveness to change in patients with various chronic conditions enrolled in tréatment.

It was necessary identify items within each item bank that may be most suitable for PAC use.
To assist in selecting the most appropriate items for consideration in PAC standardized
assessmentgedback was solicited froproject team advisors, membersadfechnical Expert

Panel TEP), as well as from a large group of stakeholdiéesns that were included were more
specific than those not included. Items that were not included were judged as being vague, too
open for interpretatigmossibly redundant with other assessnitents in other domainsnd

were not applicable across PAC settirf§sme items used terms that are not well understood, so
guestions were chosen that used more common vernacular. For fatigue items specifically, many
of the omitted items were listed asspibly pointing to depression symptoms, which is not what

we are trying to assess with these questions. Many items in this question bank were double
barreled or asked for the assessment or multiple activities simultaneously. Those items were not
included n lieu of more targeted items. Similarly, items that were thought to be too complex
were not included in lieu of items with simpler interpretations. Unique to fatigue questions are
guestions that ask patients if they must be forced to take part in astiWitisome settings,

patients are asked to take part in physical therapy or other activities that may be taxing and
require the patient to exert themselves or force themselves to participate. These items were not
included due to their confounding natu@MS is soliciting comment on the following PROMIS
Fatigue data elements.
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SAY TO PATIENT/RESIDENAMNnow going to ask you about fatiguigom mild tiredness to
exhaustion thatikely decreaseyour ability to function normallyver the past 7 dys All

patients/residents are asked to answer them. Knowing the answers to these questions v
KSt L) dzi LINPODARS @&2dz ¢AGK | Y2NB AYRADAR

X1a.ln the past 7 dayshow often did you feel tired?

A 1= Never

A 2 =Rarely

A 3 =Sometimes

A 4 =Often

A 5= Always

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess
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X1b.In the past 7 dayshow often did you find yourself getting tired easily?

A 1=Never

A 2 =Rarely

A 3 =Sometimes

A 4 =Often

A 5= Always

A 7= Patient/resident declined to respond
A 9 = Unknown or unable to assess

X1c.In the past 7 dayshow often were you too tired to think clearly?

A 1= Never

A 2 =Rarely

A 3 =Sometimes

A 4 = Often

A 5= Always

A 7 = Patient/resident declined to respdn
A 9 =Unknown or unable to assess

X1d.In the past 7 dayshow often did your fatigue make it difficult to make decisions?

A 1= Never

A 2 =Rarely

A 3 =Sometimes

A 4= Often

A 5= Always

A 7 = Patient/resident declined to respond
A 9 =Unknown ounable to assess

X1e.In the past 7 dayshow often did you have enough energy to enjoy the things you do
fun?

A 1= Never

A 2 =Rarely

A 3 =Sometimes

A 4 =Often

A 5= Always

A 7 = Patient/resident declined to respond
A 9 =Unknown or unable tosaess
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X1f.In the past 7 dayd have energy

A 1= Very much

A 2= Quite a bit

A 3 =Somewhat

A 4= Alittle bit

A 5=Notatall

A 7 = Patient/resident declined to respond
A 9 =Unknown or unable to assess

X1g.In the past 7 dayd am frustrated byeing too tired to do the things | want to do

A 1= Not at all

A 2 =Alittle bit

A 3 =Somewhat

A 4 = Quite a bit

A 5=Very much

A 7 = Patient/resident declined to respond
A 9 =Unknown or unable to assess

X1h.In the past 7 dayshow often did yothave to push yourself to get things done becaus
of your fatigue?

A 1=Never

A 2 =Rarely

A 3 =Sometimes

A 4 =Often

A 5= Always

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess
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A 1= Never

A 2 =Rarely

A 3 =Sometimes

A 4 = Often

A 5= Always

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess

X1i.In the past 7 dayshow often were youoo tired to take a bath or shower

X1j.In the past 7 dayd am too tired to eat

A 1=Never

A 2 =Rarely

A 3 =Sometimes

A 4 =Often

A 5= Always

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess

CMS s seeking comment on the crastting applicability of thé&atiguedata elements

Specifically, CMS is soliciting comment on the following dimensions:

Potentialfor improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

=A =4 48 -9

How the Fatiguelata elements areoiected

The PROMIS Fatigue data elements are collected using a direct patient/resident infEmeiew
assessor explains theason for the interview before beginning. Then the assessor shows the
interview response choices on a cue cardraads eachugstion to the patient/resident. The
patient/residenis askedo respond to each question by giving thesestanswey and the
assessor records the responses in the boxes to the left afatadtementWhile reading each

of the statements and showing the patient/resident the response dpbg@assessor doast

offer any predetermined definitions. The response should leecbaso n

own interpretation of frequency response options.

Howthe Fatiguedata elements areoded

t he

pati ent

Response scales are on afpant Likert scalewherel=never 2=rarely, 3=sometimes
4=oftery 5 =alway9g, except for itera f andg, so that digher score means more fatigue.
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Ability to Participate in SocidRoles andActivities

Thedata elements that compriBROMISAbility to Participate in SociaRoles andActivities
assess seleportedoe r cei ved abi | iusuglsocia rolpseandfadivitigeheo n e ’ s
activities range from professional obligations to social activities with friends and family.
Selectedtemswere incorporated on the basisrefevartefor PAC settings.

All 10items are based dhe same responseale (a 5point Likerttype rating scalevhere
1=always 2=usually 3=sometimes4 =rarely, 5=neve). A higher score means better ability to
participate in social roles.

Data elementspecificatiors

The full PROMISSocial Roles and Activitiesdm Bank contains 35 item$Vhen tested in a
diverse group of patients, tidility to Participate in SociaRoles and Activitieslata elements
demonstrated good criterion validity when compared with th8@&fPearson correlation =

0.549, p < 0.01) and congtt validity, respondents without comorbidities had higher scores than
those without (effect size = 0.94, p < 0.081).

It was necessary fdentify items within each item bank that may be most suitable for PAC use.
To assist in selecting the most appropriate items for consideratAC standardized
assessmentgedback was solicited froproject team advisors, membersadfechnical Expert
Panel TEP), as well as from a large group of stakeholdéhe itemsselectedvere generally
considered more specific thather items and the itemgere considered more useful for
encouraging furthediscussiorregardingcare planningltems that were not included were

judged as being vague, too open for interpretation, possibly redundant with other assessment
items in othedomains and were not applicable across PAC settivgmy items specifically
flagged the need for regular interaction with friends that may not have been applicable to all
patients or in all settings, but one question related to having friends was keyga highly

rated. More so than other item banks, items in the social roles bank implied a home setting.
Those items were not kept in lieu of more general items. Some items used terms that are not well
understood, so questions were chosen that useel ecoarmon vernacula€MS is soliciting
comment on the following PROMIS Social Roles and Activities data elements.
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SAY TO PATIENT/RESIDENA now going to &syou about your ability to perform yoy
usual social roles and activities. All patients/residents are asked to answer these
questions. Knowing the answers to these questions will help us provide you with a m
AYRAGARAZ €t AT SR OFNB LI | yot

X1a.l have trauble participating in recreational activities with others

A 1= Always

A 2 =Usually

A 3 =Sometimes

A 4 =Rarely

A 5= Never

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess
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X1b.1 have trouble doing all of my regular leiswactivities with others

A 1= Always

A 2= Usually

A 3 =Sometimes

A 4 =Rarely

A 5= Never

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess

X1c.l have to limit the things | do for fun with others

A 1= Always

A 2= Usully

A 3 =Sometimes

A 4 =Rarely

A 5= Never

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess

X1d.l have trouble doing all of the family activities that are really important to me

A 1= Always

A 2 =Usually

A 3 =Sometimes

A 4 =Rarely

A 5= Never

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess

X1e.l have trouble doing all of the family activities that | want to do

A 1= Always

A 2 =Usually

A 3 =Sometimes

A 4 =Rarely

A 5= Never

A 7 = Paent/resident declined to respond
A 9 = Unknown or unable to assess
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X1f.1 have to limit my regular family activities

A 1= Always

A 2 =Usually

A 3 =Sometimes

A 4 =Rarely

A 5= Never

A 7 = Patient/resident declined to respond
A 9 =Unknown or unablto assess

X1g.l have trouble doing all of the activities with friends that are really important to m

A 1= Always

A 2 =Usually

A 3 =Sometimes

A 4 =Rarely

A 5= Never

A 7 = Patient/resident declined to respond
A 9 =Unknown or unable to assess

X1h.l have trouble taking care of my regular personal responsibilities

A 1= Always

A 2 =Usually

A 3 =Sometimes

A 4 =Rarely

A 5= Never

A 7 = Patient/resident declined to respond
A 9 =Unknown or unable to assess
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X1i.1 have to limit social activés with groups of people

A 1= Always

A 2 =Usually

A 3 =Sometimes

A 4 =Rarely

A 5= Never

A 7 = Patient/resident declined to respond
A 9 =Unknown or unable to assess

X1j.1 have trouble keeping in touch with others

A 1= Always

A 2 =Usually

A 3= Sometimes

A 4 =Rarely

A 5= Never

A 7 = Patient/resident declined to respond
A 9 = Unknown or unable to assess

CMS s seeking comment on the crasetting applicability of thébility to Participate in Social
Roles andActivities data elenents Specifically, CMS is soliciting comment on the following
dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= -4 4 A

How the Ability to Participate in Soci&oles andActivitiesdata elementare mllected

The PROMISADility to Participate in Social Roles and Activitidata elements are collected

using a direct patient/resident intervielheassessor explains the reason for the interview

before beginning. Then the assessor shows the interegponse choices on a cue card and

reads eachuestion to the patient/resident. Tipetient/residenis askedo respond to each

guestion by giving thelosestanswer and the assessor records the responses in the boxes to the

left of eachdata elementWhile reading each of the statements and showing the patient/resident

the response optionthe assessor doast offer any predetermined definitions. The response
should be based on the patient’ s/ resident’s o

Howthe Ability to Participate in SociaRoles andActivitiesdata elements areoded
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Response scales are on afpant Likert scalel=always 2=usually 3=sometimes4 = rarely;
5=neve). A higher score means better ailib participate in soai roles.
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Global Health

ThePROMISwas developed as part oNdH Roadmap initiative that set the standard for

modern behavioral health measurement developreidata elements that compriBROMIS

Global Health scaféinclude 10 items thatssess selieportedevaluations of health in general

(i.e. health related quality of life) rather than specific elements of health. These items ask overall
status of r ieathealtm pas fatigus, mgntalhealth, social health, and overall
health. They are predictive of important future events such as health care utilization and
mortality >3

All 10items are basl onthe 5-point Likerttype rating scales (e.g. the first six items have
responses df=poor; 2=fair; 3=good; 4=very good; 5=excelleitigher score means better
global health.

Data elementspecificatiors

We presenttte full PROMISGlobal Health temBank which contains 10 itemBROMIS

Global Health items show strong correlations with the3B, VR-12** andthe Health Utility
Index Mark 3% In a study to monitor population heafftresearchers compared the PROMIS
Global Health with CDC Healthy Day$he PROMIS itemsvere found to captura broad range
of functioning across the entirer@;uum of physical and mental health

CMS is soliciting comment on the following PROMIS Global Health data elements.

SAY TO PATIENT/RESIDENT: “I am now going to ask you a few questions about your overall
health status. All patients/residents are asked to answer these questions. Knowing the
answers to these questions will help us provide you with a more individualized care plan.”
X1a. In general. would you say your health is

1="Poor

2 = Fair

3 =Good

4 =Very good

5 = Excellent

7 = Patient/resident declined to respond
9 = Unknown or unable to assess

Oooooooan
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X1b. In general. would you say your quality of life is

O 1=Poor

O 2=~Fair

O 3=Good

O 4=Verygood

O 5=Excellent

O 7 = Patient/resident declined to respond
O 9 =Unknown or unable to assess

X1c, In general. how would you rate your physical health?

O 1=Poor

O 2=Fair

O 3=Good

O 4=Verygood

O 5-=Excellent

O 7 =Patient/resident declined to respond
O 9 =Unknown or unable to assess

X1d. In general. how would you rate your mental health. including your mood and your
ability to think?

O 1=Poor

O 2-=~Fair

O 3=Good

O 4=Verygood

O 5=Excellent

O 7 =Patient/resident declined to respond
O 9=Unknown or unable to assess

X1e. In general, how would you rate your satisfaction with your social activities and
relationships?

O 1=pPoor

O 2-=rair

O 3=Good

O 4=Verygood

O 5=Excellent

O 7 =Patient/resident declined to respond
O 9=Unknown or unable to assess
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X1f. In general. please rate how well you camry out your usual social activities and roles.
(This includes activities at home, at work and in your community. and responsibilities as a
parent, child, spouse, gmployee. friend, etc.)

1="Poor

2 = Fair

3 = Good

4 =Very good

S = Excellent

7 = Patient/resident declined to respond
9 = Unknown or unable to assess

ooooooo

X1g. To what extent are you able to carry out your everyday physical activities such as
walking. climbing sftairs, carrying groceries, or moving a chair?

1=Notatall

2 =Alittle

3 = Moderately

4 = Mostly

5 = Completely

7 = Patient/resident declined to respond
9 = Unknown or unable to assess

Oooooooo

X1h. How often have you been bothered by emotional problems such as feeling anxious.
depressed or imritable?

1 = Always

2 = Often

3 = Sometimes

4 = Rarely

5 = Never

7 = Patient/resident declined to respond
9 = Unknown or unable to assess

0.E0:0:0.00 0
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X1i. How would vou rate your fatigue on average?

1 =Very severe

2 = Severe

3 = Moderate

4 = Mild

5= None

7 = Patient/resident declined to respond
9 = Unknown or unable to assess

Ooooooo

X1j. How would vou rate your pain on average?

0 = No pain
1
2
3
4
5
6
7
8
9

10 = Worst pain imaginable

11 = Patient/resident declined to respond
12 = Unknown or unable to assess

OO0 O00ooOooooooag

CMS s seeking comment on the crastting applicability of th&lobal Healthdata elements
Specifically, CMS issoliciting comment on the following dimensions:

Potential for improving quality
Validity

Feasibility for use in PAC
Utility for describing case mix

= =4 -4 -9

How theGlobal Healthdata elements are collected

The PROMIS Global Health data elements are collectid) @sdirect patient/resident interview
Theassessor explains the reason for the interview before beginning. Then the assessor shows the
interview response choices on a cue cardraads eachugstion to the patient/resident. The
patient/residenis askel to respond to each question by giving thesestanswey and the

assessor records the responses in the boxes to the left ofaéaahiementwWhile reading each

of the statements and showing the patient/resident the response dpg@assessor doast
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of fer any predetermined definitions. The resp
own interpretation of frequency response options.

Howthe Global Healthdata elements are coded
Response scales are on fpeint Likert scales (e.d.=poa; 2=fair; 3=good; 4=very good,

5=excellenffor the first six items) except for the last item wher® 10 represents different pain
levels from no pain to worst pain imaginab®ehigher score mearigetter global health status.
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