Major Changes to the
Conaditions for Ceverage




Objective: Describe major changes
In the new CMS regulations
¢ Turned upside dewn!

=OcuUs on Patient Safety: First
=OCUS on Outcomes

2UE IRl place: regulations e adaress
the changes Just discussed:

— [echnicians; providing care
— @ARI paramount

— Electronic data submission
— And morel!




Where Are Some of the Major
Changes and Challenges?

¢ Infection Control

¢ Water & Dialysate

¢ QAPI

¢ Personnel Qualifications

¢ Responsibilities of the Medical
Director

¢ Governance




New Condition: Infection Control

¢ From one tag te a Whoele Condition!
—\With 29 separate tags

» Adepts as regulation

— CDC’'s 2001 Recommendations for
Prevention off Infections in Hemoedialysis
(R{R40)5))

—CDC’s 2002 Guidelines for the
Prevention of Catheter-Related
IRiections (RRA0)




Infection Control

Regulations are very specific; as examples:
¢ Hand hygiene

¢ Changing gloeves

¢ Distribution of supplies and medications

¢ llransducer protectors: changed When Wet
» GEWAS, ek aprens fer PPE

MUSt Fepert: Infection conbrel ISSUES 16
ViedicalFDirecton & @A




Hepatitis B

& Screening of alll patients at
admission

¢ \/acecine for patients and: stafif

¢ EXISting facilities must have a
Separate reen or area her HBV:
pPatients

¢ All new* facilities must have a
SepanaieliselabenireemNerEra
Wa|Ver) Handout: Isolation Roony Grid




Infection Control: Challenges

¢ Educating all stafiff regarding the new
reguirements

¢ Ensuring routine compliance with the
reguirements

¢ Developing easy te use systems to
tiracks, repert, and tend allNinfeciions

¢
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New Condition:
Water & Dialysate Quality

¢ \Was 4 tags under Physicall Environment;
noew. Its, own Conditieon withl 92 tags

» Adepits AAMIF RD52:2004 (Which was
Wirilitten fer the User) as regulation

¢ G Was develeped With masimuing
COmMURILY IRpuUt and wiith the AAMIFRID
Committee

9 Very/detalled & thereugh: mest guestions
WillSRewshaVverarreguiaiery answer




\Water Treatment

Specific reguirements for each water
treatment component:

¢ Includes reguirements from another
AAMI decument (RD 62)

¢ Parameters & reguired moenitering
detalled fer each Water treatmeni
compoReEni

9 Allfcompoenents liIsted arer noi
reguired; these R place must meet
these reguiaens




Water & Dialysate Quality

¢ First time to have specific
regulations for dialysate

¢ Addresses acid & bicarbonate
concentrates:

—[Labeling
—\Vixing

— Distriution
—JSe




Monitoring Water & Dialysate
SySstems

¢ Chemical analysis: annually at a
minimum
— More freguent If seasonal changes are
Ssuspected

— Repeated I rejection rate falls: helow: 90%

¢ Micrehiall moenitering:

— Ereguency: weekly initially, or I ISSUESs, anisSe;
reutine = moenthaly

— Before disinfection

—\Water and dialy/sate share:
s Action’levels: 50 cith andid ED
< Vi2ximumrievels s 200churancd 2 EU




Suggestions to Meet These New
Reguirements

¢ Use RD 52:2004 to update your
current pelicies in this area

¢ Be sure all your water and! dialysate

treatment/ mxing/ stering
compenents are lakelead

¢ Inservice stalili on Rev. proceduies
9 D) practice audits; reutinely




Water & Dialysate Quality:
Challenges

¢ Staff turnover

¢ Being sure all staffi respoensible
understand the “why™ of tasks they:

are assigned to do
» Repetitive tasks = shortecuts
<
&




Quality Assessment Performance
Improvement (QAPI)

“The dialysis facility must develop,
Implement, maintain and evaluate
an effective, data driven, guality
aSSessment: and perermance
IMPreVEmERT Preg e Wiikh
pParticipation By, the prefessicnal
MEMBERS Off theRteraIScIplinaRy
eripn)




ESRD Clinical Practice Standards: MAT

¢ The “Measures Assessment Tool” (MAT)
provides a ready reference for standards
for PA/POC and QAPI

¢ Standards developed by renal community:

— National Kidney: Feundation Kidney: Disease
Ouitcomes; Quality’ Inimative (INKE KDOQI)
Guldelines

— Natenal  @uallity, Eerum (IN@E): Clinical
PerermancerVieasures (CPIV))

9 Addresses management: off complicatiens
off ESRD

MAT Handeut




QAPI Performance Measures?*

Adequacy

Kt/V, URR

Nutrition

Albumin, body weight

Bone disease

PTH, Ca+, Phos

Anemia

Hgb, Ferritin

Vascular access

Fistula/catheter rate

Medical errors

VFrequency of specific errors

Reuse

J Adverse outcomes

Patient satisfaction

MNSurvey scores

Infection control

JInfections, Mvaccinations

*See MAT for expected targets




It's a MAT

Not a




Each Facility Must

¢ Continuoeusly monitor Its performance

¢ Take actions that result In
Improvement

¢ lrack te assure Improvements are
sustained ever time

¢ Immeadiately/ correct Ideniied
preplems that: threaten healbn &
salety/ el patlenits




Reqguire Immediate Correction

Unsafe water or dialysate
Defective clinical equipment
Unsafe reprocessing of dialyzers
¢ Epidemioclogicall risks

¢ Insufficient number of competent
stafi te perfermi scheduled
LrEAlMERILSE
— PIRESENVEIaCCESSES
—VoRIteKR PaAERLS
— AssUe’ safermachine iuRctien




QAPI: Challenges

¢ Enlisting the support ofi the medical
director

¢ Educating the IDT in the differences
Nl care planning and QAP

¢ Vieving frem data > Inlermatien =
knoewledge> wisdom

L/
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CIC: Personnel Qualifications

¢ Individual Personnel Qualifications:
— Medical director

— Nurse manager; training nurse; charge
nurse

— Dietitian

— Sociallworker

» Group Qualiiications
— Staff nurse
— Patleni care: dialy/SISTteChRIcCians
—\Vater treatimenitc Sy/stem teChRICIanSs




Personnel Qualifications Issues

¢ Medical director: “board-certified”

o Nurse manager: “full-time,”
“employee”™

¢ Selli care training nuKse: “responsible™

o LPN/IEVINE “charge nurse:




More Personnel Issues

¢ Dietitian: 1 yr of “post-registration
experience”

¢ Soclallwerker: “speclalization In
clinicall practice” andl “grandfathered™




PCT Regulation

¢ \Who Is Included?

— “dialysis assistant”
—“blo-med technician”
—“machine technician”

— “fechnician 1 or technician 2
¢ Sitlate certification; pregrams:

o limeline fer compliance:
— PEIFs  empleyedrveiorer 10/14706=4/15/10

— PCT’s hired after 10/14/08 = 18 months
from hire date ~




Challenges in Personnel
Qualifications

¢ PCTs without HS diploma
¢ [UKrNoVer
» Avallability: eff gualified RIDs

¢
L/




Condition: Responsibilities of
Medical Director

¢ Lead QAPI proegram

& Assure staff education, training, &
PErfermance

¢ Develop policies and precedures

¢ Ensure: all stafif (Including physicians)
adhere te poelicies

¢ Initial assessment/orders

9 SignRrany, ere e ieIRVeI R
dischiarge




Any Other Responsibilities?

¢ Infection Control: Informed of Issues
(V144)

o \Water/dialysate: Responsible to
ensure the desigm and use off water
treatment system provides AAMI
guality, water (VA79)

» REUse: Respensible fer program,
training curreculitm (V308), Certifies
techis; suceessiully complete
pregrRaMmI(\VS09); andrguaiiity
assurance (VsS6i)




Challenges: CtC Responsibilities of
the Medical Director

¢ Single Medical Director reguired:
facility may “designate” “sulb’

directors fior special programs (e.d.,
PO, heme: HID).

¢ Education: o Medicall Directors In
effective QAPI

¢ Deveting sufficient time to these
respeRSIPIItIES

&

&




Condition: Governance

Addresses over-arching reguirements:
— Overall management & acecountability
— Staffing Issues
— Resource Issues: Including stafif &

resources allocated! for the QAPI
pregram

¢ i the survey. identifies; eutcomes relatea
O] these ever-arching respoernsipilies; of;
the Geverning Bedy/ in ether Conditions;
thIS Condition’ cotld alse ke cited




Staffing Is Addressed Here

¢ Adeguate number of gualified & trained
staff,
— Patient/stafl ratio approepriate to the level

off care & meets the needs of the patients
(V757)

— RINEL VISV, RDravainanie te meet patient:
needs; (V758)




Staffing Is Addressed Here

¢ RN present at all times In-center
patients are being treated (\V759)

o All stafiff have erientation to the facility,
& thelr work responsibilities; (V760) &
continuing education (V76d)




Separate Standards within the
Condition for Governance

¢ ldentifiable governing body/designated
person (CEOC/Administrator) (V751-752)

& Medical staff appointments (V762)
¢ Internal grievance system in place (V765)

¢ Inveluntary, discharge precess (Vv766-767)
¢ Emergency; coverage (V766=770)
9 Elecironic datar sulemissien (V)

9 Relatienshipe with the ESRIDI NetwWwork
N2




Internal Grievance Process

¢ Each facility has an internal process
to allow patients to file a grievance
without reprisal or denial of services

¢ Vust Include:
— Clearly: explained: procedure

—Timelines for staff review of the
grievance

— [Descrpticn el Moy therpatentwill ise
IRierMEd ol steps taken ter reselve the
ghevanece




Involuntary Discharge (I1\VD)

Addressed under the Conditions
0) f=

¢ Patients” rghts

» Responsipilities off the Viedical
DIECHON;

¢ Governance




Patients® Rights: IVD

¢ Patients must be informed of the
facility’s policies for transfer, routine
or Inveluntary discharge, and
discontinuation of services

¢ Patients must receive a SO-day:
Wiritten netice of an Inveluntary.
disclhiarge

9 Allewsr abhreviated discharge
phrecedUre N the case off Immediate
threats, terthe healthrand sahety/ ol
ojifleifs




Medical Director: IVD

¢ Responsible toe assure that the
Interdisciplinary team adheres to
discharge & tramster policies &
PrOCEdUES

¢ Under Govermanece, the: Viedicail
DIrector Is; reguired te co-sign: any.
Order e InVveluntarn/ discharge




Governance: VD

¢ Ensure staff follow discharge & transfter
policies & procedures

¢ Medical director must ensure that no
patient Is discharged or transferred

unless:

—  Patienit/ payer ne lenger relmiurses
the facility, e the erdered SerVvices;

=aclliiby, CEaSES 10 GpPErate;

=aclliiby, can ne IREErR MEET e
natient’s documented medical needs;
) i




Governance: I\VVD

¢ The facility has reassessed the
patient and determined that the
patient’s behavier Is disruptive
andl abusive to the extent that
the delivery: off care te the patent
er ther apility, ef the acility, te
eperate effiectively 1S Serieus]y/
Impalred.




Governance: VD

I an IVD Is necessary, the medical
director ensures that the IDT:

¢ DocUumenis reassessmenis,

ongeing prekiem(s), and efferts te
reselve the proeklemi(s);

¢ Prevides the patient & the ESRID
Netwoerk: 2 SO=a2y/ Retice of the
planRec discharges




Governance: VD

¢ Obtains a written physician’s order
signed by both the medical
director & patient’'s attending
phy/SIcian agreeing toe) discharge or

transfer:

9 Contacts anether fiaciliicy,
aitempis o) place patient; ane

» Notifies the State survey: agency
of the IVD

40




Governance: VD

¢ In cases of Immediate severe
threats te health & safety: of
others, the facility: may use an

abbreviated discharge
precedure




Standard: Emergency Prep

Related reguirements under the
Condition for Physical Envirenment:

¢ Staff trainmg/knoewledge (V409 &
\/4.10)

¢ Stafiif CPR certification) (\V/441.0)
9 Patient erentation) & training (V412)




Emergency Coverage

¢ Emergency preparedness —
Implement processes &
procedures to manage medicall &
non-medical emergencies (V408)

» Stalifi & patient training — Training

& oKlentation), Including what te
do), WHEre to go, & Who to contact
(V/210)9))

9 EmEergency plans —
Evaltate/upaate anmpuaiiys meke
contactwith lecalf EMErGERCY,
Vianagement (\V44'6))




Governance: Emergency Coverage

& \V768: Written Iinstructions to
patients & staff for echtaining
emergency medical care

¢ \/769: Rester off physicians

o V770 Agreement wWith a hespital
that prevides inpatent: dialysis
(Separate: certfication ek ESRID- ok
the Respitaltis NOIFrequired)




Resource: Kidney Community.
Emergency Response (KCER)
Coalition

¢ Mission: Collaboeratively develop, disseminate,
Implement & maintain a ceerdinated
preparedmness & response framework for the
KidRey communRity, i the event of any/ type: of
EMErgency. or disaster.

o Vision: KCER'IS the leading autherity on
EMEFGENCY, Preparedness & respense for the
KIdRey, commuRpity/ By, providing erganizatien &
guidanece that seamiessiy: bRdges EmeErgERECY/
managemenit stakenplders & the ESRID
cOommMURItYy RAateRWICE:




KCER Coalition

¢ Initiated in 2005

¢ =125 Individuals representing the kidney
community: nurses, dietitians, technicians, social
workers, physicians, patients, ESRD Netwerks,
government agencies, Industry representatives

¢ Elght Respoense lleams feCus onl Specific areas:

Communicatieons Eacility, eperaticns

Patient assistance Coordination of staff &
volunteers

EFederal respoense Phy/SIcCian's assIStance

Eacili/ZpatIenit Pandemic
tracking PrEParEdRESS




KCER Tools & Resources

& W, kecercoalition.com

¢ Response lleam Pages
— Information & education

¢ Drills & education
o Helpful links

— ESRD & disaster-related
IRfermation

— U <lelpiavaadel/eis] o

National
Preparedness
Month Emergency
Management

Institute

“Preparing Makes Sense!”

Get a Kit, Make a Plan,
Be Informed, Get Involved.




CR&®@WNWeb

Consolidated Renal Operations in a Web Enabled Network

Each facility must submit data
electronically effective Feb 1., 2009

Data to include:

¢ Cost reports
¢ ESRD administrative forms

¢ Patient survival information

9 EXIstine ESRID clinicall pEroriance
Standards (See VAWP




Network Relationship

¢ Recelve and act upon NW' recommendations

¢ Participate inm NW' activities and pursue NW.
goals

— [mprove: the guality, & safety off SErVICes

— [mprove independence, QOL, rehalb for all
pPatients

— Encoelrage activities ter ensure
dChiIevemeni eff these goals

— lmpreve: the: collection), relianiity;
UmeEliREss ana USe: o data




Challenges: CiC Governance

¢ RN present at all times patients are
pPeing treated

¢ Sufficient resources for effective
QAPI

¢ Reducing inveluntary discharges
(1\VD)

\/
¢




