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Ms. Johanna Clifford, MS, RN, BSN,

Center for Drug Evaluation and Research.

Food and Drug Administration , 4 .
5600 Fishers Lane 4141 5 MG30 P16
Rockvﬂle MD 20857

Subject. Docket# 2005P-0267 (Amencan College of Gastroenterology
Petition)

Deai Ms. Clifford:

A petition is now before the Anesthetic and Life Support Advisory

Committee that has the potential to put. patient safety at unwarranted.

risk. On June 28,2005, the American College of Gastroenterology (ACG)

, fileda petition to modlfy the warning label of the sedative drug, Propofol.

The organization is requesting that the section pertaining to administration
by individuals trai;;ed in general anesthesia be removed (see below).

For general anesthesia or momtored anesthesia care (MAC) sedatmn DIPRI VAN Injectable
Emulsion should be administered only by persons trained in the administration of general
anesthesia and not involved in the conduct of the surgzcai/dzagnostxc procedure. Patients should be
,commuously monitored, and facilities for maintenance of a patent airway, artificial ventilation, and |
oxygen enrichment and czrculatory resuscitation must be zmmedzately available. :

- In the hands of trained prafessmnals, Propofol can be a very safe and

efficient drug, but patient reactions can at times be very unpredictable
durmg surgery. Because there are no reversal agents for this anesthetic, it
is crucial that a formally educated and trained anesthesia provider, with .
pnmary and sole responsibility for advanced airway support and
resuscitative support, be responsible for its administration. Experience
administering this medication, as well as observing and treating common
and rare untoward events, is a long process—it comes from thousands of
cumulative hours spent monitoring, subtle clinical clues, cardiac rhythms
and observmg patterns of clinical response. - These comprehenswe skills
can not be marshaled after a two or three day program such as the NAPS
(Nurse Administrated Propofol Sedation) trammg course. Nor are they
gleaned after similar weekend seminars for gastroentemloglsts or other
physicians who may leave with a false sense of security that they are as

* familiar with potent anesthetics as anesthesiologists.

I am an anesthesiologist whose full-time job is to pmv:de anesthesia
services for gastrointestinal endoscopic procedures. I perform about 3000
of these procedures ayear. As such, I feel that I am uniquely qualified to
render an opinion rega.rdmg the safe administration of anesthe‘uc
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\ substances (and no gastroenterologlst that I have ever spoken with feels

that Propofol is not an anesthetic substance) during gastrointestinal -
endoscopic procedures

Airway concerns are not the only issue with tramed anesthesiologists or
CRNAs bemg the only providers who should administer Propofol. As a

| recent paper in Anestheswlogy demonstrated (Sympathetic and
'Hemodynamic Effects of Moderate and Deep Sedation with Propofol in

Humans. Anesthesiology: 103(1): 20-24, July 2005. Ebert Thomas J. M.D.,
Ph.D. ), hemodynamic changes are extremely common with Propofol, and
can, at times, be-quite severe. Dr. Ebert’s study showed that, “Targeted to

moderate and deep sedation, propofol did not clinically compromise

~ respiration but substantially reduced sympathetxc nervous system activity

and baroreflex responses to hypotension, which resulted in vasodilation
and hypotensmn Even at moderate sedation levels, we noted sxgmﬁcant

decreases in, mean artenal BP and sympathetlc nerve actmty

Ctis qmte a common occurrence that vasoactzve drugs need to be

administered to maintain safe levels of systolic blood pressure during

~ sedation/anesthesia with Propofol. Adm1mstrat10n of phenylephrine and/or

ephednne are very common events.

These patients are mtravascularly volume depleted after their colon preps .

f(sometlmes by many liters), and are often elderly with limited

cardiovascular reserve. Reglstered nurses have no training in the subtleties
regarding resuscitation of these patients. This is the practice of
anesthesiology -- giving substances which depress respiration and
circulation and in spite of those effects, maintaining homeostasis in these
patients. It’s not always an easy task. It’s not always possible. Ttis clearly
beyond the scope of pracuce and training of registered nurses.

\ The registered nurses at-our famhty (who each have many years of practice

in endoscopy centers, operating rooms, and intensive care units) feel that it
is total folly to suggest that RN, supervised by gastroenterologists, and
whose attention is diverted by demands of the procedure and the
gastroenterologists, can provide safe care for these patients using Propofol.
They have no desire to do this: In fact, they have stated that they will work
elsewhere if requested to do so.

~ Atmy institution, the gastroenterologxsts recognize thax their patients get

safer care by demanding that an anesthesiologist or CRNA administer -
anesthesia to their patients. And in conversations with them, it is apparent
that many, many gastroenterologists-that they have spoken with share their
view. In fact, it may be a Very small group of gastroenteroioglsts that are
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behind-the petmon that you have recewed from the ACG. Itis qmte likely
not the view of the maj ority of thelr membershlp ’

There is absolutely no question that physmlan anesthesiologists and -
certified nurse anesthetists have undergone the extensive training reqmred
for adm1mstrat10n of this anesthetic. Today’s anesthesiologists complete -
four years of formal postgraduate training, which includes one year of
clinical medlcme and three years of clinical anesthesaology Nurse
anesthesm programs consist of two to:three years of didactic and clinical

' tralmng in the techniques of administration of anesthetics. There are

several professional orgamzatlons that recognize the risks involved with
Propofol

e  The American Soclety of Anesthesmlogxsts’ (ASA) pﬂsmon on
Propofol is: “Whenever Propofol is used for sedation; it should be
administered only by persons trained in the administration of general
anesthesia who are not simultaneously involved in the surgical or

_diagnostic procedure. In addition, these persons must monitor patients

contlnuously for oxygen saturation, resplratxon, heart rate and blood
pressure.” -
] The American Assoc:atmn of Nurse Anesthetlsts’ {AANA) 1ssued

~ajoint statement with the ASA, which read: “Because sedation is

continuum, it is not always possible to predict how an individual patient.
will respond. Due to the potential for rapid, profound changes in
sedative/anesthetic depth and the lack of antagonistic medlcatlons, agents
such as Propofol require special attention. Whenever Propofol is used for
sedative anesthesia, it should be administered only by persons trained in

the administration of general anesthesia, who are not s;multaneously

involved in the surgical or diagnostic procedures. This réstriction is
concordant with specific language in the Propofol package insert and
failure to follow these recommendations could put patlents at increased risk
of significant injury or death.”

‘e The Joint Commission-on Accreditation of Health Organizations

(JCAHO) Standard PC 13.20 requires: “The person administering the -
medication must be qualified to manage the patient whatever level of

sedation or anesthesia is achieved, either- mtentlonaliy or unintentionally.”
(Revised Jan.1, 20()4) Further, “these standards require that individuals

-who admmlster moderate or deep sedation must also be competent to

perfo;rm the rescues described in these standards,” i.e. the abﬂxty to manage
an airway, administer reversal agents and provide ACLS care. :
o The Amerlcan Association of Accredltatmn for Ambulatory
Surgical Facilities (AAAASF) states: “Propofol is a very potent drug

. capable of rapidly producing a state of general anesthesia even when a state

of sedation is the intended effect. If this should occur, the patient’s
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protective reflexes- for example, control of the axrway; breathing, and

- circulationrare lost or dangerously depressed. A life-threatening condition

would exist in the absence of | proper supportive care. Anesthesia

. professionals are best qualified to provide such supportive care for the

sedated or anesthetized patient:

e . Boards of Nursing in 12 States (Alabama, Arizona, Connecticut,
Flor1da Kentucky, Louisiana, Mississippi, Missouri, South Carolma
Tennessee, Texas and Wyoming) have issued either a declaratory statement
or an advisory opinion that procedural sedation administration and/or

- monitoring with Propofol or other anesthetic agents is beyond the scope of
anon-CRNA nursing practice. IN other words, registered nurses are

dlscouraged or prohlblted from admmlstenng

More recenﬂy, New Jersey: State Supreme Court upheld regulations that
even requlre CRNA’s to be supervised by physician anesthesmloglsts when
practicing in the office setting. The state of Pennsylvania also recognizes

~ the potential dangers associated with admnnstermg this drug and is poised

to mandate that endoscopy centers using this medication be classified as a

“class-C” faclhty which, acqordmg to the AAAASF, requires an
, anesthesmlogxst .or CRNA to administer the drug. The possible risk for bad

patient outcomes in the ambulatory setting can not be ignored. Nearly 20%
of all procedures occur in office-based surgical facilities and Medicare

currently offers various programs that encourage the migration of

appropnate surgeries to this environment. In front of this backdrop, the
reality that this potent anesthetic may be administered by a registered nurse
or gastroenterologist on the tenth floor of an office building—far away -
from the hospital ICU, ER or anesthema work room—underscores the
harrowmg nature of this initiative that is predxcated, accordmg to the ACG,

‘on pecumary grounds. .

Outpatzent Surgery Magazine conducted a survey and found that 74.8% of

its readers felt that RN-administered Propofol is a patient safety risk and
71.2% responded with it bemg outside of an RN’s scope of practice

The ACG has cited a recent study whlch shaws that nearly 100,000 pa’aents |
have been anesthetized by registered nurses, under physician supervision,
without any adverse outcomes. The morbidity and mortality rate for

~ anesthesia is approximately one death per 250,000 cases, At this time, there

have szmply not been enough cases perfonned in-the various surgical

‘settings to warrant such a potenitially drastic Iabel change. We also do not
’know how the controlled circumistances of these study patients would be -
translated by gastmenteroiogy specialists across-the country—most. of

whom have httle Or no airway management training.
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According to a front-page Wall Street Journal article on June 21, 2005,

~ anesthesiologists serve as a model in healthcare of how to improve patient

safety and lower insurance premium costs. The article discusses how over

. the last two decades anestheszoglsts have advocated for devices monitors
- and medications that have saved lives, improved safety and lowered

healthcare costs. Taking Propofol out of the hands of skilled anesthesia

~nmv1derq and into the hands of reoistered nurees and oastraanteralacicte
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does not seem to build on these accomphshments

‘In the 1nterest of pauent safety and quahty of care, it is my opinion that

your committee must deny this petition for a label change. ‘Any other
course of action will clearly jeopardize patient safety, which is counter to
the goals and the long. d:stmguzshed history of the Food and. Drug
Administration. Propofol can be a safe, effective drug when administered
by appropriately trained personnel Please ensure that this remams the

‘case

Respectftglly J\Yi;gqxs,
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Alan Llchtenstem M. D

‘Board Certified Anesth@smlogmt

President, Advanced Anesthesia Specialists @



