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Dear Mr. Slavitt: 

The national Lyme Disease Association, Inc. provides these comments on the Centers for Medicare and 
Medicaid Services proposed rule: Hospital and Critical Access Hospital {CAH) Changes to Promote 
Innovation, Flexibility, and Improvement in Patient Care, CMS-3295-P. 

LOA's comments relate to those sections of the proposed rule addressing "Infection Prevention and 
Control and Antibiotic Stewardship Programs" (sections 482.42 and 485.640). 

LDA is strongly supportive of a robust antibiotic stewardship program and recognizes that a "culture of 
antibiotic stewardship" should be fostered to protect public health. At the same time, it is important to 
place some observations on the record and to make a few recommendations to help ensure that the 
number of patients, because of the diagnostic and therapeutic characteristics of their illness, to be 
potentially negatively impacted by an aggressive antibiotic stewardship program is minimized. 

Since it will be a rule and not a guidance, this document will be carefully studied by the leaders of the 
Antibiotic Stewardship Program (ASP) and top prevention and infection control professionals, as well as 
other key medical and administrative hospital staff. While the rule is not intended to be a standalone 
document and requires demonstration of adherence to nationally recognized guidelines which provide 
more detail and may address some of our concerns, we believe the rule itself should articulate some 
additional principles and concerns relating to an ASP. 

While the components of a robust Antibiotic Stewardship Program may be broadly applicable in all 
situations, it should be stressed to a greater degree within the proposed rule that implementation in the 
patient-specific environment requires flexibility- not just in the choice of national guidelines as is 
emphasized numerous times within the proposal- but in all core elements of the ASP to responsibly 
provide for the welfare of patients, providers, hospital leadership and ASP leaders. 

The proposed rule cites CDC's study, released in its March 7, 2014, Morbidity and Mortality Report, that 
found that there is ample opportunity to improve use and patient safety by reducing incorrect or 
inappropriate antibiotic prescribing. It should be stated within the rule that stewardship includes 
avoiding under-treatment because it promotes the selection of resistant strains and may lead to 
worsening disease. 



Education and competency-based training, whether it be of ASP leaders, preventionists/infection control 
specialists, or clinicians should briefly discuss process vs program objectives, and further discuss 
program objectives in terms of resistance related goals and overall patient outcomes- which is the 
ultimate arbiter of success. 

Tracking and surveillance are important components of the stewardship program, for example, sec. 
482.42(b)(2) includes the goal of demonstrating improvements in proper antibiotic use such as 
reductions in Clostridium Difficile Infections and reductions in antibiotic resistance in all departments 
and services of the hospital. While these are important goals, those data should not be looked at in 
isolation, but as far as feasible should be considered in conjunction with overall patient outcomes
including complications and hospital readmissions, as well as mortality. Valuable additional data may be 
collected with little additional cost, and even if the utility of some collected data may not be immediate, 
it may be an important resource for further study at a later time. 

It should be cautioned that audit, evaluations, and feedback not be limited to checklists and over
reliance on selected easy to capture metrics, but should recognize complexity of patient-specific cases. 
The proposed rule also should specifically recognize the importance of physician flexibility and clinical 
judgment, particularly in cases of scientific uncertainty and discuss that feedback should include 
partnering with clinicians to identify solutions. 

In relationship to education at all levels and appropriate antibiotic use, it is a notable omission that 
mention is not made of the National Guideline Clearinghouse (NGC) of the U.S. Department of Health & 
Human Services, Agency for Healthcare Research and Quality (AHRQ). As stated on its website, "AHRQ's 
[NGC] is a public resource for summaries of evidence-based clinical practice guidelines." While 
individual organizations publish clinical practice guidelines, those guidelines which are published in the 
NGC undergo another level of independent, unbiased review. The NGC website explains the criteria for 
inclusion of clinical practice guidelines (CPGs) in NGC, including 2013 revised criteria to meet the 
Institute of Medicine's updated definition of CPGs: "Clinical Practice Guidelines are statements that 
include recommendations intended to optimize patient care that are informed by systematic review of 
evidence and an assessment of the benefits and harm of alternative care options." (I OM 2011 report, 
"Clinical practice guidelines we can trust," National Academies Press) . 

NGC guidelines may be broken out by clinical specialty and organization. There are 218 guidelines 
authored/co-authored by 105 organizations listed under the clinical specialty, "infectious diseases," and 
41 of those guidelines are included under the new revised inclusion criteria. The NGC website also 
provides additional information, such as "expert commentaries" by the NGC/NQMC (National Quality 
Measures Clearinghouse) editorial board on current issues of importance to the guideline and/or 
measure fields, and also "guideline syntheses" of selected guidelines that address similar topic areas
discussing areas of agreement and differences, m·ajor recommendations, and strength of evidence. 

Finally, it should be noted within the rule that checklists and IT tools, such as decision support systems, 
should not be used to override the best clinical judgement of physicians. 

Sincerely, 

p~~ Jl jrrv:lJL_ 
Patricia V. Smith 
President 


