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, .Ms. Joha@a Clifford, MS; R.N, BSN, 
Center for Ihug Evaluation and Research, 
Food,&d DrugAdministration 
5600 Fishers Lane 
Rockville, MD 20857. 

Wb$@ Docket #I ~MEP4267 (Amqican. College of Gastrsenterology 
Petition) 

Dear Ms. Clifford: ’ 

A petition is now before the Anesthetic and Life Support Advisory 
Committee that has the potential to ,patrpatient safety at n&svarrantedb 
risk. On June 28,2005, the Anxrican College of Gastroenterology (ACG) 
filed a petition to modify the warning label of the sedative drug, Propofol. 
The organii+ion is requesting that the section pertaming to administration 
by individuals trained in general anesthesia be removed (see belov+. 

For geqeral anesthesia qr monito;ed anesthesia care (&4&T) sedation, DIPRIVAN Injectable 
Emulsion should be’ adminktered only by persons traine4 in the aa$ninis&ation of general 
anesthesia and no$ invoiwd in the cunduC[ of the surgical/diagnostic procedure. Patients should be 
cdntirmbusly monitor fd?‘and facilitia for maintenance of a paten) airway, &tijkial ventilatiak and 
oxygen eririqhment and &rculatory resuscftation must be,immedi~~~y available. 

I 

Iti the hands ,of trained pro<essionals, Propofol can be a very safe, and\ 
effiGient drug, -but patient reactions can sat times be very unpredictable 
during surgeiy., Beeaus,e there are no reversal agents for this anesthetic, it 
is crucial that a formally ‘educated and trained anesthesia provider, with 
primary a@ sole responsibility’ for’a&anced airway snppoti’and 
resuscitative support, be msponsible for its ~~~~tion~ Experience 
administering this medioation, as well as observing and treating common 
and rare untoward events, is-a long process-it ‘comes, from thousands of 
knmlative hours spent monitoring, subtle &nieal ,clues, cardiac rhythms 
and observing’patuxns of clinical resporise. .LThese comprehensive skills 
can not’be marshaled after a two or three day program such&s the NAPS 
(Nurse Administrated ,Propofol Sedatian) training course: Nor are they 
gleaned after similar vveekend seminars for gastroentero sts or other 
physicians who’inay leave with a false sense of security that they are as 
familiar With potent anesthetics as anesthesiologists. 

I am an anesthesiologist pbose full-time job is to provide &esthesia 
services for .&strointestinal endoscopic procedures. I perform about 3000 
of these procedures a year. As such,, I feel that. I am uniquely qualified to 
render’an opinion regarding the safe ~administration of anesthetic . 
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substanges (and no gastroenterologist~that I have ever spoken with feels 
that Propofol is not an anesthetic substance) during gastrointestinal , 
‘endoscopic procjedures. 

. 
Airway concerns are not the only issue with ,trained anesthesiologists or 
CIU+As being’ the only previders who should administer Propofol. As a ’ 
recent paper,in A.m%&esiology qemonstrated (Syntpa$hetic and 
Hemodynamie Effects of ‘Mbderate and Deep Sedatiou with Propofol in 
Humans.,Anesthesiolony~ 1103(1):20+24, July 2OQ5. J?&&, Thomas J M ,D,, 
Ph.D. ), hemodynamic changes ‘are extremely comrn~ti with Propofol, and 
can, at times, be quite severe. Dr. Ebert’s study showed that, “Targeted to 
moderate atrd deep sedation, proPof did not clinicaJly compromise 
respiration but substantially redu%d sympathetic nervous system activity 
,and barorefiex responses to hypotension, which resulted in vasodilation 
and hypotension. Even at moderate sedation levels, we noted significaut 
decreases in, mean arterial BP ‘and sympathetie nerve activity.” 

. 
It is quite’s common occurrence that vasoactive drugs need to ‘be 
administered to maintain safe levels of systolic blood pressure, during 
sedation/anesthesia M t,h Propofol; A~,i~~ati~n of ~he~ylep~ne and/or 
ephedrine are very common events. ’ ’ 

These,patients are’intravascularly volume deplete8 after their colon preps ~. 
‘(sometimes: by m&#iters); and are often elderlywith lim ited 
cardiovascular reserve. Registered nurses have ‘no training in the subtleties 
regarding resuscitation of these patients. This is tbe practice of 
anesthesiology -- giving substances which depress respiration and 
ciroulation and in spite of those effects, maintain&g homeostasis ‘in these‘ 
patients. It%  not always an easy task. h’s not always po&ble. It is clearly 
beyond the scope of practice and training ofregistered nurses. 

The registered nurses at jour facility (who each have many years of-practice 
\ in endoscopy centers, -operating rooms, and imensive care units) feel that it 

is total folly to suggest that I&s, supervised by gastreenterologists; 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. 

At-my institution, the gastroenterologists recognize that their patients get 
saf& care by demanding ,that an anesthesiologist or CRNA administer 
anesthesia to their patients, And in conversations ~$th them , it is apparent 
that nnury, many gastroenterologiststhat they have spoken with share their 
view. Itn fagt, it may be a very small group of gastroenteroiogists that are, 
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behind-the petition that you have received @om the AGG. It -is, quite likely 
not the vie& of the, majority of their membership. 

There is absolutely no question that ‘physician ~es~~sioiogists and ” ’ 
certified nurse anesthetists have undergo& the extensive t+ning required 
for ~admimstmtion of this anesthetic, Today’s anesthesiologists complete 
fouryears of formal postgraduate treining, v@i~h’includes one year of 
chnical medicine -and three years of clinical anesthesiology. Nurse 
anesthesia programs consist of two to:three years of ~d~~~ and, clinical 
traimng in the te#&$tes of administration.,of anesthetics. There are 
several professionai organizations that recognize the risks involved with 
Propofol: 

e The Auwkan So&&y of ~~t~~s~~r~~st~~ (AHA) position on 
Propofol is: “Whenever Propof~l is used for sedation; it should be 
administered only by persons trained in the administration,of general 
anesthesia \;63ho are not s~muhanequsly ‘involved. in $33 ,surgi~al or 
diagnostic procedure. In addition, these persons must mon$tor ,patients 
continuously for oxygen saturation, respiration, heart rate and blood 
pressure.“. 
a The &n&can kssoti&itwof N~~e,An~~~~~st~~ @ANA) issyd 
a joint statement with WASA, which read:. “Because sedation is. 
con&mm, it is not always possible to predict how an individual patient. 
till respond. Due to the potential for rapid; profound’ changes in 
sedative/anesthetic depth and thel&k of antagonistic medications, agents 
s&h as Prop&o1 require special attention. Whenever Propofol is used for 
sedative anesthesi-a, it sho&d be administered only by persons trained in 
‘the adm&nistration of general anesthesia, *ho are not ~~rn~t~eo~sly 
involved inthe surgical or.diagnostic procedures, This. restriction is 
concordant with specific,language. in the ,Propofol package,insert ‘asrd 
failure, tofoilaw these re,commendatio.ns could put patients at increased risk 
of significant injury or death.” 
‘e The Jqiut ~~~~i~s~~~~~ Accreditatkm of-He~lth.:Qr~nizations. 
(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 intentionally or unintentiondy.” 
(Revised &tn. 1,2004). Further, ““tbtese standards require that individuals 
who,administ& moderate or deep $edation must also,be competent to 
perform the-rescues -described in these ‘standards,” i.e, the ability to’manage 
an&way, administer reversal agents and pruvide ACLS care. : 
m The Apti&-& Association ofA.c~rcd~t~tio~,f~~ A&y&&y 
Surgiql Facilities’(AAAASF) states: ‘Propof~l 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 shotid occur, .the patient’s b 
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protective reff exes- for exwple, control of the airway, breathing, and 
circulation are lost or dangerously depressed. A  lake-neatening condition 
would exist in the absence of proper supportive care. Anesthesia 

I, professionals are best qualified to provide such supportive care for the 
sedated or anesthetized patient; 
e Bawds of Nwsitig in 12 Sb@s (Alabama., Arizona; Connecticut, 
Florida, Kentucky, Louisiana M ississippi, M issouri, South. Carolina, 
Tennessee,. Texas and Wyeming).!+ave issued enher a declaratory statement 
or an advisory opinion that procedural, sedation ~~~s~~o~ and/or 
monitoring:with Propofof or other anesthetic agents is beyond the scope of 
.a’non-CPA nursing prae&e. IN other words, registered nurses are 
discouraged or prohibited from  admi@tering. 

_ _’ 
More recently, New Jersey.!&& Supreme .(&.ut upheld regulation&& , 
even require CRNA’s tobe supervised by physician anesthesiologists ‘when 
practicing in the ofice setting. The state-of Pennsylvania also recognizes 
the potential dtigers associated with admimstering this drug and is poised 
to mandate that ~d~s~opy centers using this.mediGation be classified as a 
“class-C” f&ilitywh@h, acqording to the AAAASF, requires an 
anesthesiologistor CRNA to administer the drug. The possible risk for bad 
patient outcomes in the ~bul~t~~ setting. can not. be ignored. Nearly 20% 
of all procedures odcur in offrce-based surgical facifities and Medioare 
currently offers various program i that encourage the m igration.of 
appropriate surgeries to this environment. In front of this batikdrop, the 
reality’that this potent anesthetic may be administered by a registered nurse 
or .gastroenterol’ogist on the tenth floor of an office building--far away 
from  the hospitaj. HXJ,~ ER or anesthesia work room -underscores *the ’ 
harruwing nature of this in$iative that is predicated, aCcordmg to’the ACC, 
/ on pecuniary ~&rounds. 

Outpatient $&gwy Magazice,-conducted a survey and found, that 74.8% of 
its readers felt ,that RN-administered Propofol is a patient sa&ty risk and 
~7 1..2% respon$ed with it bemg outside of an RNYs scope of practice 

The ACG hascited a recent study which shows that nearly 100,000 patients 
have been anesthetized by registered nurses, under physician supervision, 
without any adverse outComes. The morbidity and tior@@y rate, for 
anestheiia is approximately one death per 250,OOQ cases, At this time, there 
have simply not been enou eases performed in the ,various surgical, 
,Gettings to warrat such a pot&iaUy drastic label change, We &SO do not 
know how the controlled circumstances of these study patients would be : 
,translated by gastroenterofogy spedialists aci-ossthe country-most of 
whom havelittle or no aiiway’management tr&ining, 

1 
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&cording to a ,frbnt-page W all ‘Street Journal a&& on June 2 1,2005, 
anestbqG o1ogis t.s  serve as a model in healtbc~~ of hbw to improve patient1 
safety and Iqwer insunince premium costs. The artic le discusses  how over 
the las t two .deaadeq ~e~~esi~~~gis t~ have advqcated for d&ices monitors 
and i-ne+&ions that have’satred lives, ,&prG v ed s&t$ and lo&&d 
healthcare, cost&. ‘l&kg Propofol out bfthe’hands of s l@kd anedthes ik  
,protideq+ and into t)xe hands of rkgis tered m&es and gastroqnterologistS 
does, not se& b, build on these accomp&ments. 

in the inter&$ of patient safety and qua& of care, it is  my  o@nion that 
your committqe must -deny this  petition for a label change.,.&y other _ 
course of ac@n will c&x.& jeop,ardize pa&nt safety, w.hi& iS counter to 
the ‘goals  and thk  long di&ng&hed his tory of the Food md.‘Dpg 
Ad&n&ra~ion. ’ Ps~pofol the a k fe, ‘effk % ive drug when ad&x&ered 
by @ppkpriately  trained person&l. Please ensure that this  retiains  th& 
case. 

Respectfully Xqyrs, 

;’ 

Alti ,Lichtks ie& M.D. ‘. 
Boa&i Certified Anesthesiologist 
President, Advaked Aneeesia Spe.c ialis ts  : 


