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January 18, 2010

Ms. Charlene Frizzera

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
7500 Security Boulevard

Baltimore, MD 21244-1850

Re: S&C-10-09-Hospital; Revised Hospital Anesthesia Services Interpretive Guidelines — State Operations
Manual (SOM) Appendix A

Dear Ms. Frizzera,

The American Society of Anesthesiologists (ASA), on behalf of its 44,000 members, seeks clarification on and
state concerns regarding the December 11, 2009, revisions to the hospital interpretive guidelines regarding
anesthesia services (S&C-10-09-Hospital).

Formal Rulemaking Process

First, ASA is gravely concerned that the Centers for Medicare and Medicaid Services (CMS) issued these
revisions to the hospital Conditions of Participation (CoPs) without proceeding through the formal rulemaking
process. Substantive new provisions exist within these “clarifications” that constitute new policy and
dramatically alter the scope of practice of anesthesia providers and the practical restraints on hospitals that
already have strained resources. Though portions of the medical community and general public may ultimately
accept these changes in policy, they are significant enough to rise to the level of formal rulemaking. CMS
should have afforded the public the meaningful and adequate opportunity to supply comments on these changes
before proceeding. This sort of action could establish a precedent whereby CMS continues to take future new
and substantive regulatory actions without offering transparency on its intentions, rationale, evidence and policy.
ASA’s intent and desire, as always, is to be a constructive partner with CMS to provide the safest, most efficient
and highest quality care for our patients.

One Anesthesia Service
Notwithstanding our initial objection to the lack of formal rulemaking, ASA applauds CMS for the provision
stating,

Anesthesia services throughout the hospital (including all departments in all campuses and offsite
locations where anesthesia services are provided) must be organized into one anesthesia service, under
the direction of a qualified doctor of medicine (MD) or doctor of osteopathy (DO,).

As we understand the guidance, hospitals will need to organize all anesthesia services, including the CMS newly
defined anesthesia and analgesia services, provided at all locations by all providers under one anesthesia service.
The anesthesia service is then responsible for establishing the policies and procedures for providing all
anesthesia services, as well as the minimum qualifications for the various categories of practitioners permitted to
administer anesthesia services. Finally, ASA is pleased that CMS requires integration of the anesthesia service
into the hospital’s quality assessment/performance improvement program.



ASA believes these provisions will help ensure consistency in terms of provider qualifications and anesthesia
administration across all areas of a particular hospital, as well as safety and high quality of care for our
respective patients. The remarkable record of anesthesiologists in improving outcomes and patient safety
clearly supports the specialty having a key role in providing oversight and education in these areas.

Labor Epidurals
ASA acknowledges that there is a current shortage of anesthesiologists in the United States, particularly in rural

areas, which can pose legitimate challenges for facilities and potential safety concerns for patients receiving
anesthesia services. To help alleviate this issue, ASA continues to work to obtain under CMS regulations the
ability for an anesthesiologist to be paid under Medicare Part A on a reasonable cost “pass through” basis for
rural hospitals. This is the mechanism by which an anesthesiologist assistant and a nurse anesthetist may be
paid for their services under current legislation (though we recognize that anesthesiologist assistants technically
cannot receive such payment due to supervision requirements). The lack of a comparable mechanism to pay
anesthesiologists serves as an additional barrier to anesthesiologists practicing in rural facilities.

We speculate that CMS may have attempted to address this shortage of anesthesiologists when it changed its
policy and permitted nurse anesthetists to administer medication via an epidural or spinal route for the purpose
of analgesia during labor and delivery and not be subject to the anesthesia supervision requirements of 42 CFR
482.52(a). However, we question whether CMS is placing its primary emphasis on patient safety when it adopts
such a new standard. In the revised interpretive guidelines, CMS relies upon guidelines promulgated by the
ASA for provisions such as defining the various levels of sedation. Within those definitions, CMS identifies
labor epidurals appropriately as falling within regional anesthesia. However, in developing the revised
interpretive guidelines, CMS either overlooked or chose to ignore the ASA Guidelines for Regional Anesthesia
in Obstetrics (Approved by the ASA House of Delegates on October 12, 1988, and last amended on October 17,
2007) (http://www.asahq.org/publicationsAndServices/sgstoc.htm), which provide as follows:

REGIONAL ANESTHESIA SHOULD BE INITIATED BY A PHYSICIAN WITH APPROPRIATE
PRIVILEGES AND MAINTAINED BY OR UNDER THE MEDICAL DIRECTION OF SUCH AN
INDIVIDUAL.

We urge CMS to reconsider its guidance and require that such administration be performed under the
supervision requirements of 42 CFR 482.52(a) which, when necessary, can be satisfied by the presence of a
physician other than an anesthesiologist, who can provide medical management of unexpected complications
beyond the scope of nursing personnel.

ASA believes that the distinction CMS makes between analgesia and anesthesia is inappropriately applied to
regional anesthesia such as major conduction block with epidurals. For example, there is no reliable distinction
between the effect of analgesic doses of epidural drugs and anesthetic doses on the sympathetic nervous system
and its cardiovascular effects. Extrapolating the distinction between intravenous analgesics and intravenous
anesthetics to epidurals defies physiology.

Laboring women are subject to unexpected complications necessitating urgent delivery. In the model
contemplated by these CMS regulations, no physician would be participating in patient management during
labor, making it less likely that one would be available to urgently intervene should an “anesthetic” be required.
Even if available, the physician would have no prior knowledge of the woman’s condition at the time emergency
care is needed. Removing the physician’s role until an emergency arises compromises the safety net for mother
and baby.


http://www.asahq.org/publicationsAndServices/sgstoc.htm

If CMS wishes to elevate the level of care in low volume or remote settings, it will support the extension of the
reasonable cost pass-through provisions available to nurse anesthetists to physician anesthesiologists. A host of
services only possible with the training and expertise of a physician specialist will be made accessible to the
population served by these facilities. Lowering the standard of care by authorizing unsupervised anesthesia care
of laboring women by nurses does not promote improvement in rural health care. Establishing this reduced
quality of care in institutions with adequate staffing by anesthesiologists can only be viewed as addressing a
problem that does not exist and compromising patient safety in the process.

Pre-anesthesia Evaluation

With respect to the pre-anesthesia evaluation requirements, ASA is concerned with the rigid requirement that
such an evaluation be performed within 48 hours prior to surgery. Not only does this arbitrary requirement lack
an evidentiary basis that it improves the quality of care, but it disregards the fact that highly complex patients
will require multiple tests and evaluations to adequately prepare them for surgery and anesthesia. These
necessary evaluations (e.g. stress tests) frequently occur days or even weeks in advance of a particular surgery to
allow adequate time to address their findings in advance of surgery, but would fall outside the new 48-hour
requirement. This requirement will compromise the ability of anesthesiologists and hospitals to properly
prepare complex, sick patients for their necessary surgeries. Finally, this provision is wholly unnecessary
because of the existing requirement that a patient be reassessed immediately prior to the administration of
anesthesia.

Further, the 48-hour requirement does not recognize logistical constraints. Patients are rarely admitted to
hospitals the day before surgical procedures. Today, due to improved technology and medications and insurer
mandates, the overwhelming majority of patients is admitted to the hospital on the day of their surgery or is
provided services in an outpatient setting. This fact saves Medicare and Medicaid an enormous amount of
money, but this 48-hour requirement is a relic given the current environment. Given this reality, patients are
often seen in the days or week prior to surgery. However, under the CMS rules, a patient could not even receive
a pre-anesthesia evaluation on a Friday afternoon for a Monday morning surgery. This arbitrary rule will
impose additional resource burdens on hospitals and require either duplicative efforts or delayed surgical start
times on certain days of the week. ASA agrees that to ensure optimal patient safety and quality of care, a pre-
anesthesia evaluation must be conducted and documented as close to the procedure as possible; however, we
urge CMS to retract this arbitrary 48-hour requirement and rely on the existing standard of immediate pre-
operative assessment to insure that the current condition of the patient is fully appreciated at the time of
anesthesia.

Post-anesthesia Evaluation

ASA agrees that a post-anesthesia evaluation should be conducted and documented by a practitioner qualified to
administer anesthesia, and that they are essential to ensure patient safety and continuity of care. In addition, we
believe that the 48-hour requirement is reasonable for both inpatient and outpatient settings. However, we are
concerned that the additional guidance requiring completion and documentation of the post-anesthesia
evaluation for outpatients prior to discharge will present a barrier to efficiency and patient satisfaction, two key
features of outpatient surgical programs, with no cited evidence that existing procedures or standards for patient
discharge are inadequate.

In addition, while CMS indicates there is an exception to the 48-hour timeframe for patients requiring post-
operative sedation (e.g., ICU), it provides no additional guidance as to the acceptable timeframe.

Finally, ASA disagrees with the provision stating, “the evaluation generally would not be performed
immediately at the point of movement from the operative suite to the designated recovery area.” We can agree
that the post-anesthesia evaluation should not be completed and documented until the patient has sufficiently
recovered from the effects of anesthesia. Certain anesthetics, including modern general anesthetics, allow for
fast-tracking and prompt recovery after the procedure. Further, monitored anesthesia care often results in
patients sufficiently awake and aware to perform an assessment immediately.



Regional anesthetic nerve blocks are typically performed with long-acting agents to provide for extended
postoperative pain control. Does the CMS guideline require that the patient be recovered from the effects of this
anesthetic to be assessed? If so, a major goal of outpatient pain control is compromised. In the absence of any
compelling evidence that existing standards for patient discharge and assessment are inadequate, we believe that
the new guidelines are unnecessary, counter-productive and should be withdrawn.

Thank you very much for your consideration of our comments.

Sincerely,

MM%WM

Alexander Hannenberg, M.D.
President
American Society of Anesthesiologists



