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Most Frequent Cited VMost Frequent Cited V--tags Really tags Really 
I P iI P iImpact PatientsImpact Patients

Patient SafetyPatient Safety Quality of Patient CareQuality of Patient CarePatient SafetyPatient Safety
•• Infection ControlInfection Control

–– V113: Gloves/hand hygiene: V113: Gloves/hand hygiene: 
31%31%

Quality of Patient CareQuality of Patient Care
•• Fluid & BP management: V543: Fluid & BP management: V543: 

14%14%
•• Psychosocial counseling/KDQOL:Psychosocial counseling/KDQOL:31%31%

–– V122: Equip & surfaces V122: Equip & surfaces 
disinfected: 29%disinfected: 29%

•• TechnicalTechnical

•• Psychosocial counseling/KDQOL: Psychosocial counseling/KDQOL: 
V552: 11%V552: 11%

•• TechnicalTechnical
–– V403: Equip operated & V403: Equip operated & 

maintained: 21%maintained: 21%
–– V196:V196: ChlChl//chlchl testing: 12%testing: 12%V196: V196: ChlChl//chlchl testing: 12%testing: 12%
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Lessons Learned Since 2008Lessons Learned Since 2008Lessons Learned Since 2008Lessons Learned Since 2008

•• The Basic ESRD Survey process does not most efficiently The Basic ESRD Survey process does not most efficiently 
use surveyor time to protect patients and improve careuse surveyor time to protect patients and improve care
–– Detailed reviews of areas which have no real impact on patientsDetailed reviews of areas which have no real impact on patientsDetailed reviews of areas which have no real impact on patients Detailed reviews of areas which have no real impact on patients 

(e.g. all water pre(e.g. all water pre--treatment components when only carbon treatment components when only carbon 
affects patient safety)affects patient safety)

–– “Blanket reviews of all Patient Assessment/Plan of Care areas in“Blanket reviews of all Patient Assessment/Plan of Care areas inBlanket reviews of all Patient Assessment/Plan of Care areas in Blanket reviews of all Patient Assessment/Plan of Care areas in 
facilities that perform well in some of the areas (e.g. reviewing facilities that perform well in some of the areas (e.g. reviewing 
adequacy in a facility which meets adequacy goals)adequacy in a facility which meets adequacy goals)

•• Average time for an ESRD survey has increased >38%Average time for an ESRD survey has increased >38%•• Average time for an ESRD survey has increased >38% Average time for an ESRD survey has increased >38% 
since 2008since 2008



CMS Efficiency & Effectiveness CMS Efficiency & Effectiveness yy
Initiative: FY 2012 and BeyondInitiative: FY 2012 and Beyond

S li i d dS li i d d•• Survey resources are limited, and may not Survey resources are limited, and may not 
improveimprove

•• A large increase in providers: ESRDs ^ 37%A large increase in providers: ESRDs ^ 37%A large increase in providers: ESRDs  37%A large increase in providers: ESRDs  37%
•• Need to focus survey activities to achieve the Need to focus survey activities to achieve the 

most most efficientefficient use of survey resources to use of survey resources to 
conduct an conduct an effective effective survey that:survey that:
–– Focuses surveyors on areas Focuses surveyors on areas most importantmost important to to 

patient safety and qualify of patient managementpatient safety and qualify of patient management
–– Utilizes Utilizes facility datafacility data to focus survey reviews in to focus survey reviews in 

clinical areas in need of improvement at clinical areas in need of improvement at thatthat facility.facility.
–– Supports a robust facilitySupports a robust facility--based QAPI program that based QAPI program that uppo a obu a yuppo a obu a y ba d Q p og a aba d Q p og a a

assures assures ongoingongoing patient safety and quality carepatient safety and quality care



Survey & Certification Quality Survey & Certification Quality AsssuranceAsssurance
Effi i & Eff iEffi i & Eff iEfficiency & EffectivenessEfficiency & Effectiveness

•• In de eloping the co e s e fo QAEE theIn de eloping the co e s e fo QAEE the•• In developing the core survey for QAEE, the In developing the core survey for QAEE, the 
overarching goal is to improve patient outcomes overarching goal is to improve patient outcomes 
and improve the efficiency of the survey processand improve the efficiency of the survey processand improve the efficiency of the survey process and improve the efficiency of the survey process 
through use of datathrough use of data--driven survey algorithms. driven survey algorithms. 

•• Successful completion of this initiative requires:Successful completion of this initiative requires:Successful completion of this initiative requires:Successful completion of this initiative requires:
–– Development of a more focused core survey processDevelopment of a more focused core survey process
–– Surveyor educationSurveyor education
–– Implementation of a change management strategyImplementation of a change management strategy



Polled ESRD S&C “Top”  VPolled ESRD S&C “Top”  V--tags per tags per CfCCfC
by Importance to Patient Safety &by Importance to Patient Safety &by Importance to Patient Safety & by Importance to Patient Safety & 

QualityQuality
Infection ControlInfection Control::
•• V113: Gloves/hand hygieneV113: Gloves/hand hygiene
•• V122: Disinfect equip/surfacesV122: Disinfect equip/surfaces

V116 It t k t t tiV116 It t k t t ti

ReuseReuse
•• V353: Test germicide residualV353: Test germicide residual
•• V331: Dialyzer transportV331: Dialyzer transport
•• V334: Header cleaningV334: Header cleaning•• V116: Items taken to stationV116: Items taken to station

Water/Water/dialysatedialysate quality:quality:

•• V334: Header cleaningV334: Header cleaning
•• V307: Personnel qualificationsV307: Personnel qualifications

PhysicalPhysical environmentenvironmentWater/Water/dialysatedialysate quality:quality:
•• V177: Max chemical V177: Max chemical contamcontam
•• V180: Max microbial V180: Max microbial contamcontam
•• V196: Carbon: V196: Carbon: chlchl//chlmchlm testingtesting

PhysicalPhysical environmentenvironment
•• V403: Equip operated & maintained V403: Equip operated & maintained 

per DFUper DFU
•• V407: Patients I view during HDV407: Patients I view during HD

•• V250: V250: DialysateDialysate pH/pH/CondCond testingtesting
•• V260: Personnel training/auditsV260: Personnel training/audits

•• V413: V413: EmergEmerg equip on siteequip on site
•• V409/413: Staff & patients trained in V409/413: Staff & patients trained in 

emergemerg proceduresprocedures
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ESRD S&C “Top”  VESRD S&C “Top”  V--tags per tags per CfCCfC by by 
Importance to Patient Safety & QualityImportance to Patient Safety & QualityImportance to Patient Safety & QualityImportance to Patient Safety & Quality
Patients RightsPatients Rights
•• V458: Informed all modalitiesV458: Informed all modalities

QAPIQAPI
•• V627: Ongoing uses indicators toV627: Ongoing uses indicators toV458: Informed all modalitiesV458: Informed all modalities

•• V453: receive understandable V453: receive understandable 
informationinformation

•• V452: Dignity and respectV452: Dignity and respect

V627: Ongoing, uses indicators to V627: Ongoing, uses indicators to 
achieve improvementachieve improvement

•• V626: QAPI covers all operationsV626: QAPI covers all operations
•• V640: Immediately correct IJV640: Immediately correct IJ

•• V456: Participate in careV456: Participate in care
•• V467: File anonymous grievanceV467: File anonymous grievance

PA/POCPA/POC

•• V634: Reduce medical errorsV634: Reduce medical errors

Personnel QualificationsPersonnel Qualifications
•• V681: Personnel qualifiedV681: Personnel qualifiedPA/POCPA/POC

•• V541: POC goals = standardsV541: POC goals = standards
•• V542: IDT develops POCV542: IDT develops POC
•• V562: Patient educationV562: Patient education

•• V681: Personnel qualifiedV681: Personnel qualified
•• V695: PCT certificationV695: PCT certification
•• V691: MSW qualifiedV691: MSW qualified
•• V684: Nurse ManagerV684: Nurse Manager

•• V510/552: Psychosocial needs V510/552: Psychosocial needs 
assessed & met/KDQOLassessed & met/KDQOL

gg
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Donabedian Model for Patient Safety

Adjust structure and process to eliminate or minimize risks of 
health care associated injury before they have an adverse 
event that impacts on the outcomes of care.



DonabedianDonabedian to Core Survey Processto Core Survey ProcessDonabedianDonabedian to Core Survey Processto Core Survey Process

•• Started with the patient outcomes for each Started with the patient outcomes for each CfCCfC::
–– Desired: clinical areas (e.g., adequacy, nutrition)Desired: clinical areas (e.g., adequacy, nutrition)
–– Adverse: infection control and technical areas (e.g., sepsis, chloramines Adverse: infection control and technical areas (e.g., sepsis, chloramines 

breakthrough)breakthrough)breakthrough)breakthrough)
•• Asked what facility structure and processes must be in place to facilitate or prevent Asked what facility structure and processes must be in place to facilitate or prevent 

the outcomesthe outcomes
•• Determined what core survey actions could most effectively validate the presence of Determined what core survey actions could most effectively validate the presence of 

th f ilitth f ilit tt ddthose facility those facility sgructuressgructures and processesand processes

Placed this into a GridPlaced this into a Grid



Soliciting FeedbackSoliciting FeedbackSoliciting FeedbackSoliciting Feedback

•• From various groups in the dialysis communityFrom various groups in the dialysis community
–– Professional organizations/LeadersProfessional organizations/Leaders
–– SurveyorsSurveyors

Patient LeadersPatient Leaders–– Patient LeadersPatient Leaders
–– Providers/Risk Management/StaffProviders/Risk Management/Staff
–– Technical/Clinical ExpertsTechnical/Clinical Experts
–– ESRD NetworksESRD Networks



Key Concepts of the ESRD Core Survey Key Concepts of the ESRD Core Survey y p yy p y
ProcessProcess

•• Using date:Using date: FacilityFacility--specific and patientspecific and patient--specific  data are central to the Core Survey specific  data are central to the Core Survey 
for focusing the survey process reviews and monitoring the facility for focusing the survey process reviews and monitoring the facility 
practices/outcomes.practices/outcomes.

•• QAPI:QAPI: The Core Survey enhances the importance of a functional and robust facilityThe Core Survey enhances the importance of a functional and robust facility--QQ y p yy p y
based QAPI program to continually protect patients and assure quality of care.based QAPI program to continually protect patients and assure quality of care.

•• Culture of Safety:Culture of Safety: The importance of a systemic facility culture that supports open The importance of a systemic facility culture that supports open 
communications, reporting without fear of retribution, and selfcommunications, reporting without fear of retribution, and self--examination is examination is 
emphasized in the Core Survey process The Core Survey uses interviews withemphasized in the Core Survey process The Core Survey uses interviews withemphasized in the Core Survey process. The Core Survey uses interviews with emphasized in the Core Survey process. The Core Survey uses interviews with 
patients and all levels of staff and QAPI review to monitor a facility’s culture of patients and all levels of staff and QAPI review to monitor a facility’s culture of 
safety.safety.

•• Safety of Dialysis Delivery and Infection Prevention:Safety of Dialysis Delivery and Infection Prevention: The highlyThe highly--technical technical 
nature of dialysis treatments place the patients at significant risk if there is isolatednature of dialysis treatments place the patients at significant risk if there is isolatednature of dialysis treatments place the patients  at significant risk if there is isolated nature of dialysis treatments place the patients  at significant risk if there is isolated 
or systemic failure to follow precise procedures. or systemic failure to follow precise procedures. 

•• Patient Voice:Patient Voice: The Core Survey process places more emphasis on listening to the The Core Survey process places more emphasis on listening to the 
individual  patient’s point of view and to the collective patients’ voices.individual  patient’s point of view and to the collective patients’ voices.



Core Survey FormatCore Survey FormatCore Survey FormatCore Survey Format

•• 12 grid for each Condition for Coverage (16 conditions)12 grid for each Condition for Coverage (16 conditions)
•• Organized by the survey review areas (tasks) of the Full ESRD Organized by the survey review areas (tasks) of the Full ESRD 

Survey ProcessSurvey Process
•• The “core” activities and guidance for each ESRD Core Survey task The “core” activities and guidance for each ESRD Core Survey task 

are listed.are listed.
•• Followed by “triggers” Followed by “triggers” y ggy gg

–– Triggers indicate the presence of adverse conditions/situations Triggers indicate the presence of adverse conditions/situations 
and/or deficient practice which, if identified by the surveyor and/or deficient practice which, if identified by the surveyor 
during the ESRD Core Survey activity, denote that a citation may during the ESRD Core Survey activity, denote that a citation may g y y, yg y y, y
be indicated or more comprehensive investigation into that area be indicated or more comprehensive investigation into that area 
should be conducted to determine if and what level of citation is should be conducted to determine if and what level of citation is 
indicated.  indicated.  



Part 494 Part 494 CfCCfCa t 9a t 9 C CC C
•• 494.20: Condition: Compliance with Federal, State & locals laws & regulations (V100)494.20: Condition: Compliance with Federal, State & locals laws & regulations (V100)
•• 494.30: Condition: Infection control (V110 494.30: Condition: Infection control (V110 –– V148)V148)
•• 494.40: Condition: Water and494.40: Condition: Water and dialysatedialysate quality (V175quality (V175 –– 278)278)494.40: Condition: Water and 494.40: Condition: Water and dialysatedialysate quality (V175 quality (V175 278)278)
•• 494.50: Condition: Reuse of 494.50: Condition: Reuse of hemodialyzershemodialyzers and bloodlines (V300 and bloodlines (V300 –– 383)383)
•• 494.60: Condition: Physical environment (V400 494.60: Condition: Physical environment (V400 –– 420)420)
•• 494.70: Condition: Patient’s rights (V450 494.70: Condition: Patient’s rights (V450 –– 562)562)
•• 494.80: Condition: Patient assessment (V500 494.80: Condition: Patient assessment (V500 –– 520)*520)*
•• 494.90: Condition: Patient plan of care (V540 494.90: Condition: Patient plan of care (V540 –– 562)*562)*
•• 494.100: Condition: Care at home (V580 494.100: Condition: Care at home (V580 –– 599)599)
•• 494 110: Condition: Quality assessment and performance improvement (V625494 110: Condition: Quality assessment and performance improvement (V625 640)640)•• 494.110: Condition: Quality assessment and performance improvement (V625 494.110: Condition: Quality assessment and performance improvement (V625 –– 640)640)
•• 494.120: Condition: Special purpose renal dialysis facilities (V660 494.120: Condition: Special purpose renal dialysis facilities (V660 –– 667)667)
•• 494.130: Condition: Laboratory services (V675 494.130: Condition: Laboratory services (V675 –– 676)676)
•• 494.140: Condition: Personnel qualifications (V680494.140: Condition: Personnel qualifications (V680 –– 696)696)494.140: Condition: Personnel qualifications (V680 494.140: Condition: Personnel qualifications (V680 696)696)
•• 494.150: Condition: Responsibilities of the medical director (V710 494.150: Condition: Responsibilities of the medical director (V710 –– 716)716)
•• 494.160: Condition: [Reserved494.160: Condition: [Reserved]]
•• 494.170: Condition: Medical records (V725 494.170: Condition: Medical records (V725 –– 733)733)
•• 494.180: Condition: Governance (V750 494.180: Condition: Governance (V750 –– 773)773)



Outline of Basic ESRD Survey ProcessOutline of Basic ESRD Survey Processyy
•• Task 1 Task 1 –– Preparation Preparation PresurveyPresurvey OffsiteOffsite
•• Task 2 Task 2 –– IntroductionsIntroductions
•• Task 3Task 3 Tour and Ongoing ObservationsTour and Ongoing Observations•• Task 3 Task 3 –– Tour and Ongoing ObservationsTour and Ongoing Observations
•• Task 4 Task 4 –– Entrance conferenceEntrance conference
•• Task 5 Task 5 –– Patient sample selectionPatient sample selection
•• Task 6Task 6 Wate t eatment/Wate t eatment/Dial sateDial sate P epP ep•• Task 6 Task 6 –– Water treatment/Water treatment/DialysateDialysate PrepPrep
•• Task 7 Task 7 –– Reprocessing/ReuseReprocessing/Reuse
•• Task 8 Task 8 –– Machine operation/MaintenanceMachine operation/Maintenance
•• T k 9T k 9 H T i i & t iH T i i & t i•• Task 9 Task 9 –– Home Training & support reviewHome Training & support review
•• Task 10 Task 10 –– Patient interviewsPatient interviews
•• Task 11 Task 11 –– Medical record reviewsMedical record reviews

T k 12T k 12 P l i t iP l i t i•• Task 12 Task 12 –– Personnel interviewsPersonnel interviews
•• Task 13 Task 13 –– Personnel record reviewsPersonnel record reviews
•• Task 14 Task 14 –– QAPI reviewQAPI review

T k 15T k 15 D i i kiD i i ki•• Task 15 Task 15 –– Decision makingDecision making
•• Task 16 Task 16 –– Exit conferenceExit conference























In SummaryIn SummaryIn SummaryIn Summary

•• The goal of the ESRD Core Survey Process is to more efficiently use The goal of the ESRD Core Survey Process is to more efficiently use 
survey resources to conduct an effective survey thatsurvey resources to conduct an effective survey that
–– Assures dialysis patient safety through focus on what most Assures dialysis patient safety through focus on what most 

impacts safetyimpacts safety
–– Assures quality of patient management through focus on areas Assures quality of patient management through focus on areas 

where facility and patientwhere facility and patient--specific data show improvement is specific data show improvement is 
neededneeded

–– Supports a robust facilitySupports a robust facility--based based QAPI program that assures QAPI program that assures 
continued patient safety and quality carecontinued patient safety and quality care


