October 3, 2018
Ms. Seema Verma
Administration
Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard
Baltimore, MD 21244-1850
RE: CMS-3295-P Medicare and Medicaid Programs; Hospital and Critical Access Hospital (CAH)
Changes to Promote Innovation, Flexibility, and Improvement in Patient Care, proposed rule
Dear Ms. Verma,
On June 16, 2016, the Centers for Medicare & Medicaid Services (CMS) published the Hospital and
Critical Access Hospital (CAH) Changes to Promote Innovation, Flexibility, and Improvement in Patient
Care proposed rule. According to the CMS summary,
“…these proposals are intended to conform the requirements to current standards of practice and
support improvements in quality of care, reduce barriers to care, and reduce some issues that may
exacerbate workforce shortage concerns.”

As professional associations representing infection preventionists, antibiotic stewards, and healthcare
epidemiologists, the Association for Professionals in Infection Control and Epidemiology (APIC) and The
Society of Healthcare Epidemiologists of America (SHEA) reiterate our strong support for CMS’ proposal
to update the Infection Prevention and Control requirements of the Hospital and Critical Access Hospital
(CAH) Conditions of Participation (CoP) and applaud the recommendation to include antibiotic
stewardship programs in the regulation. In initiating this rulemaking, CMS is demonstrating its ongoing
commitment to reducing healthcare-associated infections (HAIs) and preventing the spread of antibiotic
resistance, a federal priority for improving healthcare quality. As such, APIC and SHEA urge CMS to
finalize the proposed revisions to update and clarify existing requirements to reflect state-of-the-art
practices and terminology. Not only will this update hospital practices, but in light of recent updates to
requirements for long-term care facilities and home health agencies, it will harmonize practices across
the continuum of care.
As noted in the proposed rule, infection control was elevated to a CoP in 1986. Except for technical
amendments, it has remained essentially unchanged for more than 30 years. APIC and SHEA agree with
CMS that the current requirements no longer fully conform to current standards for infection prevention
and control. Our organizations share the concerns expressed by the Department of Health and Human
Services that HAIs are a significant cause of morbidity and mortality in the United States, and of the
growing threat to patient safety posed by multidrug-resistant organisms (MDROs). Within the last
decade, multiple agencies under HHS have led initiatives 1,2,3,4,5,6,7,8,9,10,11,12,13,14,15,16,17,18,19 in an effort to
reduce the prevalence of HAIs and MDROs. These efforts have received broad support and active
participation from the patient, medical research, and healthcare professional
communities 20,21,22,23,24,25,26,27,28,29,30,31,32,33,34 and are reflected in the comments received in the docket

for this proposal. 35 We ask that CMS continue to build the momentum toward ending this threat by
finalizing this rule as soon as possible.
Unlike in 1986, we now know that patient safety depends on the ability of hospitals to be able to
balance traditional infection control efforts with organization-wide infection prevention practices. The
proposed rule takes critical steps to reflect the evolution of research and the closing of knowledge gaps
to prevent the spread of HAIs and MDROs. Changing the title of the CoP by adding the words
“prevention” and “antibiotic stewardship” and emphasizing coordination between the infection
prevention and control (IPCP) and the quality assessment and performance improvement (QAPI)
programs underscore the importance of collaboration throughout every department, including
outpatient care, in protecting patients from transmission of infection.
Healthcare professionals overseeing the IPCP must be well qualified and must maintain those
qualifications through education, training, experience, or certification. Additionally, a successful IPCP
program executed alongside an active hospital-wide antibiotic stewardship program must be supported
by appropriate levels of personnel and have access to robust IT-capability to support surveillance,
tracking, reporting, and clinical decision support. These concepts are captured within the proposed rule
and also include the agency’s expectation of enhanced accountability of hospital leadership.
Further delay in finalizing this proposal represents a burden to the regulated community in that
hospitals and CAHs are currently operating on regulations that are outdated and inefficient. Support for
revising these outdated regulations received broad stakeholder support during the comment period of
the proposal. Patients cannot wait for federal action any longer. If antibiotic resistance is left unchecked,
researchers estimate that by 2050, it could surpass cancer as a leading cause of death. 36 Updating the
hospital CoPs is a continuation of our sustained national and global efforts to advance the cause of
eliminating HAIs and combatting antibiotic resistance. It is of utmost importance given the threat posed
to patient safety today and in the immediate future. Therefore, it is imperative that CMS make every
effort to finalize this rule immediately.
Thank you for your time and attention on this matter. Future inquiries on this letter should be directed
to Nancy Hailpern (nhailpern@apic.org or 202-454-2643) or Lynne Batshon (lbatshon@shea-online.org
or 703-684-0761).
Sincerely

Janet Haas, PhD, RN, CIC, FSHEA, FAPIC
President, APIC

Cc:

Keith Kaye, MD, MPH, FSHEA
President, SHEA

David R. Wright, Director, Quality, Safety & Oversight Group, Center for Clinical Standards
and Quality, CMS
Kate Goodrich, MD, Director and CMS Chief Medical Officer, Center for Clinical Standards and
Quality, CMS
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