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 National Renal Administrators Association 

 

 

April 1, 2015 

 

Mr. John Thomas 

Director, Clinical Standards Group (CSG)  

Center for Clinical Standards and Quality  

Centers for Medicare & Medicaid Services 

Department of Health and Human Services  

7500 Security Boulevard  

Baltimore, MD 21244 

 

Dear Mr. Thomas: 

The National Renal Administrators Association (NRAA) is pleased to submit the following recommendations 

for changes to the CMS regulations governing the Conditions for Coverage for ESRD facilities.  NRAA is a 

voluntary organization representing dialysis providers throughout the United States.  Our membership is 

primarily community based small dialysis organizations (SDOs) and medium sized dialysis organizations 

(MDOs), both for-profit and non-profit providers serving patients in urban, rural and suburban areas in both 

free-standing and hospital-based facilities. 

 

NRAA appreciates the opportunity to provide feedback to CMS as the agency considers updates to these 

regulations.  We also appreciate the partnership our organization has with CMS, as well as the agency’s 

responsiveness on issues of importance to small and independent dialysis facilities.  From the onset, CMS 

worked with the dialysis community to develop the Conditions for Coverage and, as such, the regulations stand 

as an example of how an effective collaboration between dialysis facilities and CMS can result in improvements 

in care for ESRD patients.  We hope the comments below will further improve and clarify these regulations so 

that facilities can better serve their patients.  We remain supportive of CMS’s efforts to ensure that dialysis 

patients receive the highest quality care and look forward to continuing our productive working relationship.   

 

As CMS considers updates to the Conditions for Coverage, we urge the agency to create more alignment among 

its quality programs.  The goals of the Conditions for Coverage, as well as the ESRD Quality Incentive Program 

(QIP) and the Five Star Program, are to ensure the best possible outcomes for ESRD patients.  When various 

quality programs across CMS do not align, it can create confusion for dialysis facilities and impede their 

progress toward that overall goal, especially since dialysis facilities are operating within different quality 

programs and regulations simultaneously.  For example, the calcium measurement in the Conditions for 

Coverage differs from the one used in the QIP.  In the Conditions for Coverage, facilities are advised to follow 

the standards established in the Measures Assessment Tool (MAT).  The MAT uses corrected calcium levels of 

greater than 10.2 while the QIP requires use of uncorrected calcium levels.  As a result, facilities are trying to 

adhere to the QIP measure and not to the Core Survey process.  In addition to creating confusion in facilities, 

the discrepancy also creates confusion among the surveyors who evaluate the facilities.  Further, the guidance 

contained in the Conditions for Coverage, as well as the measures in the QIP and Five Star Program should be 

developed and revised in accordance with expected patient outcomes.  Too many times, facilities are asked to 

adhere to requirements that ultimately do not affect patient health or improve the quality of care patients 

receive.  These requirements can be burdensome for facilities and do not advance CMS’s goals.   
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Our biggest concern about the Conditions for Coverage is that, in many areas, the requirements for dialysis 

facilities lack clarity.  The ambiguity causes confusion for both facilities and surveyors and often results in 

dialysis facility surveys that are based on the subjective judgement of the individual surveyor.  It also leads to 

an inconsistency in requirements for facilities from state to state.  Facilities can sometimes rely on the answers 

CMS has posted to the “Frequently Asked Questions.”  However, since this clarifying information is not 

currently included as part of the interpretive guidance manual associated with the Conditions for Coverage, it is 

not readily available for facilities or surveyors.  CMS may be able to resolve this by including the information 

contained in the FAQs within the interpretive guidance manual.  CMS should also update the State Operations 

Manual, which provides specific guidance to surveyors and has not been updated since 2004.  Even with the 

clarifications included in CMS’s FAQ, confusion about specific requirements within the Conditions for 

Coverage remain.  Updating the State Operations Manual would help bring consistency to the survey process 

and provide certainty about CMS’s requirements. 

 

We urge CMS to evaluate the Conditions for Coverage to determine if the regulation is sensitive to the needs of 

pediatric patients.  Pediatric patients have different needs than adult patients and oftentimes, what is appropriate 

in the adult population is not beneficial in the pediatric population.  The Conditions for Coverage should 

recognize this difference and allow for the needs of pediatric patients to be met in the optimal manner.  

 

Although it may not specifically be covered by the Conditions for Coverage, NRAA urges CMS to establish 

standards on how to manage dialysis in a nursing home setting.  Current guidance on this matter exists in draft 

form only.  CMS should update and finalize the guidance so that dialysis patients in nursing homes can expect 

uniform treatment across all settings.   

 

NRAA proposes changes to the following “V tags” in the Conditions for Coverage interpretive guidance 

manual: 

 V112:  The interpretive guidance notes, “surveillance for infections and other adverse events is required 

to monitor the effectiveness of infection control practices, as well as training and education of both staff 

members and patients to ensure that appropriate infection control behaviors and techniques are carried 

out.”  We urge the agency to recommend in the Conditions for Coverage one tool for infection 

surveillance.  Nebulous guidance on what infection surveillance tools should be used is confusing for 

facilities and results in an inconsistent survey process.  NRAA recommends the agency adopt the 

National Healthcare Safety Network (NSHN) survey.  The NHSN is also used by the QIP.  Use of this 

survey in the Conditions for Coverage will help to align the two programs.  The NHSN is under the 

umbrella of the Centers for Disease Control (CDC), which makes it an appropriate tool for this purpose. 

 V113:  Surveyors are currently requiring that facility staff wear gloves whenever they are in a dialysis 

station.  However, this seems to be in conflict with the interpretive guidance, which states that “. . . 

gloves are required whenever caring for a patient or touching the patient’s equipment.”  Further 

contradiction can be found in the FAQs, which state “gloves are not necessary for casual contact with 

the patient, e.g. shaking hands, taking his/her arm, touching a shoulder.  Any staff member who touches 

any potentially contaminated surfaces is required to wear gloves when touching that surface.”  We 

request clarification in the Conditions for Coverage so that surveyors know exactly when gloves are 

required and are not relying on their own interpretation.  Further, the requirements listed on the core 

survey for when gloves should be worn should also be included in the interpretive guidance. 

 V116:  NRAA requests that CMS include further guidance on the handling of clipboards at dialysis 

stations.  This is a frequently cited violation.  Currently, there is confusion over whether clipboards can 
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be stored on top of the dialysis machine or behind it, and whether they are considered clean or 

contaminated if placed behind the machine.  We also urge this guidance to be included on the 

observation checklist in core survey materials.   

 V124:  NRAA urges CMS to clarify the requirements for testing of Hepatitis B in transient patients.  It is 

common practice that a dialysis unit that accepts a transient patient for short term care requires the home 

dialysis unit to complete a Hepatitis B Surface Antigen test.  Dialysis facilities should not have to retest 

transient patients for Hepatitis B if the patient has a previous negative antigen test result and a positive 

Hepatitis B antibody indicating immunity to the disease.  They are not at risk for transmitting or 

contracting Hepatitis B and should not have to be tested again if they visit a new clinic while they are 

away from their home facility.  This is an added expense to the facility that is unnecessary.  We also 

suggest clarifying the Hepatitis B antibody test results to indicate that tests were drawn within the past 

year. 

 V146-148:  Guidance regarding the placement of catheters is outdated.  Dialysis units do not place 

catheters in dialysis patients.  We recommend removal of these requirements from the Conditions for 

Coverage.   

 V413:  NRAA recommends CMS change this requirement to state that facilities should have the ability 

to test glucose, rather than requiring dialysis facilities to have a glucometer on site.  Often the 

glucometer may not be in the facility itself, but rather available nearby, especially if the dialysis facility 

is part of a larger health care complex where a lab with the necessary equipment would be close at hand.  

Instead of requiring specific equipment, CMS should consider requiring a specific response time.   

 V506:  The NRAA requests clarification in the guidelines regarding tuberculosis testing.  The 

interpretive guidance reads “Be tested at least once for baseline tuberculin skin test results.” Surveyors 

are not consistent in their interpretation of the CDC regulations regarding whether a single tuberculin 

skin test is required or a two-step tuberculin skin test is required.  The guidance should be clear 

regarding the expectations for this as well as the requirements for TB symptom screen preceding the 

tuberculin test.  Further, we suggest the agency also include the CDC recommendations for handling of a 

patient that has tested positive for TB. 

 V545:  As part of the requirement to assess and maintain an effective nutritional status for dialysis 

patients, the guidance dictates that facilities adhere to the nutritional status markers found in the 

Measures Assessment Tool (MAT).  The MAT requires that patients should achieve an albumin level of 

4.0g/dL.  Instead of mandating this specific level, NRAA suggests that CMS require albumin levels that 

are within normal limits of the lab reference range.  This change would allow for the normal variance 

that is often found in results from tests performed in different labs.  It would also allow for the lower 

reference range for patients under one year of age.  Further, CMS should also consider that albumin is 

not only a nutritional marker.  Levels can be affected by other factors and low levels may not be 

impacted by nutritional interventions.  In pediatrics, a more sensitive marker of nutrition is the 

normalized protein catabolic rate (nPCR). 

 V587:  The requirement for documentation for home dialysis patients is not clear.  Because of this lack 

of clarity, facilities may be getting penalized if they have not collected all the required documentation.  
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When a home dialysis patient is stable, facilities may choose not to collect documentation on every 

patient peritoneal dialysis exchange.  This requirement can also be burdensome for the patients.  In its 

evaluation of the patient, facilities have other methods, besides documentation, to determine if the 

patient’s home dialysis is effective and being done properly.  These other methods may include checking 

fluid (representing adequacy) or consistent use of supplies. Facilities should have the flexibility to 

determine the proper way to monitor home dialysis patients in the patient’s plan of care.   

 V631:  NRAA notes that the phosphorous levels in the MAT are not specific for age. We urge CMS to 

take the needs of the pediatric population into account and establish a range of phosphorous levels 

specific to pediatric patients.   

 V632:  Once again, we urge CMS to be sensitive to the needs of pediatric patients.  There is some 

evidence that in pediatric patients, hemoglobin levels of 11-13 might be more appropriate than 10-12 

and would better allow for growth and better functioning in school, for example. CMS should evaluate 

this evidence to determine if separate recommendations should be made for the pediatric population. 

 V639:  The requirements for prioritizing improvement activities are nebulous.  The lack of clarity can 

lead to survey errors or problems because surveyors are unsure how to interpret the guidance. Instead of 

simply mandating that facilities prioritize improvement activities, we suggest CMS have surveyors ask 

facilities how they are prioritizing improvement activities and/or define a standardized process that 

would instruct facilities on this matter. 

We appreciate your consideration of these recommendations for revision of the Conditions for Coverage.  We 

look forward to continuing to work with you on to improve care for ESRD patients.  If you have any questions, 

please do not hesitate to contact Debbie Cote at (434) 924-5590 or dcote@nraa.org or Cary Gibson at (202) 

530-4875 or cary.gibson@prime-policy.com. 
 

Sincerely, 

 
Debbie Cote 

President 

 


