House Committee Health and Human Services
R! State House 82 Smith Street
Providence Rl 02903

May 13, 2024

Re: Testimony in Opposition to House Bill 8237 entitled An act relating to the business and
professions- nurse anesthetists

Dear Chairperson Donovan and members of the HHS Committee,

My name is Alexander Cohen, MD and | live in East Greenwich RI. | am an anesthesiologist at Lifespan
and the Brown University Department of Anesthesiology, holding roles as Vice Chair and Medical

Director of Perioperative/Periprocedural services at RIH, currently the Vice President of the Rhode Island
Society of Anesthesiologists.

This written testimony will support my in-person testimony to the committee on May 14, 2024 to
vehemently oppose House Bill 8237. Attached to this written testimony are the following items:

1. Package inserts from Propofol (no FDA black box warning) and Fentanyl {(with FDA black box
warning)

2. The cover page from the Society for Pediatric Sedation website showing the many esteemed
institutions who provide sedation using the same model used at RIH.

3. Abstract from article: Incidence and Nature of Adverse Events During Pediatric
Sedation/Anesthesia for Procedures Outside the Operating Room: Report From the Pediatric
Sedation Research Consortium

4. Abstract from Article: Non Anesthesiologist Administered Propofol Sedation for Endoscopic
Procedures: A Worldwide Safety Review. Published 2008. Gastrointestinal Endoscopy.

5. CMS Regulations and Guidance- Brief description of Moderate Sedation as Distinct from other
types of Anesthesia. Published April 14, 2017.

6. Portions from the American Society for Gastrointestinal Endoscopy Position Statement:

nonanesthesiologist administration of propofol for' Gl Endoscopy. 2009. Gastrointestinal
Endoscopy Journal.

The documents attached demonstrate a practice of having non-anesthesiologists safely administer

propofol in multiple settings (both adult and pediatric) and a regulatory framework that is consistent
with practices across the state of Rhode Island.

Thank you for your time reviewing this testimony against House Bill 8237.

Sincerel

Atexander Cohen, MD
East Greenwich, Rl
House District 30



Support Documents

#1- Image of actual Propofol package insert (opened 5/8/2024) showing no black box warning (left).
Image of actual Fentanyl package insert (opened 5/8/2024) showing a black box warning (right). The
black box warning is the first item on any package insert and is literally surrounded by a “black box).

DIPRIVAN®

10 mg per mL

::n INTRAVENOUS ADMINISTRATION

-—-*Wu&useummu

%5 OTHER usvmmu o

g
abuse, and misuse, which

« Fentany 2 death
Wuwmﬂmmm) %
mﬂ- it A
- Lok ¥{53.7,123)
plaid —khmﬂmﬂmm&naabqudu

Gote ekl anoptid {
wwmuwwwmmmm "é‘ﬂ"ﬂl"‘

gt ‘mmmumgm
gwmmw ; _.gw?gg:wﬂ!k, dhysh
i_. 1, .- A e

{ 4




#2- Society for Pediatric Sedation Home Page with well-known members.
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#3- Society for Pediatric Sedation Adverse event publication.

ABSTRACT

O&IECTIVE We sought to use a large database of prospeciively collected data on
pediatric sedation and/or anesthesia for diagnostic and therapeutic procedures to
delineate the nature and the frequency of adverse events that are associated with
sedation/anesthesia care for procedures that are performed outside the operating
room in children.

METHODS. Data were collected by the Pediainc Sedation Research Consortium, a
collaborative group of 35 institutions that are dedicated to improving sedation/
anesthesia care for children intemationally. Members prospectively enrolled con-
secutive patients who were receiving sedation or anesthesia for procedures. Data
on demographics, primary illness, coexisting illness, procedure performed, medi-
cations used, outcomes, airway interventions, and adverse events were collected
and reported on a Web-based data wllection wool.

RESULTS. A total of 26 institutions submitted data on 30 037 sedation/anesthesia
encounters during the study period from July I, 2004, to November 15, 2005.
Serious adverse events were rare in the institutions involved in this study; there
were no deaths. Cardiopulmonary resuscitation was required once. Less serious
events were more common with O, desaturation below 90% for >30 seconds,
occurring 157 times per 10 000 sedations. Stridor and laryngospasm both occurred
in 4.3 per 10 000 sedations. Unexpected apnea, excessive secretions, and vomiting
had frequencies of 24, 41.6, and 47.2 per 10 000 encounters, respectively.

conaLusions. Qur data indicate that pediatric sedation/anesthesia [or procedures
outside the operating room is unlikely to yield serious adverse outcomes in a
collection of institutions with highly motivaled and organized sedation services.
However, the safety of this practice depends on the systems’ ability to manage less
serious events.
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#4- Abstract Non Anesthesiologist Administered Propofol Sedation for Endoscopic Procedures: A
Worldwide Safety Review. Published 2008. Gastrointestinal Endoscopy.

883

Non-anesthesiologist Administered Propafiol Sedation for
Endoscopic Procedures: A Worldwide Safety Review

Viju P Deenadayalu, Emely F. Eid, John 5. Goff, John A. Walker, Lawrence
B. Cohen, Indwig T. Heuss, Shajan Peter, Christph Beglinger,

James Sinnont, Parrick D. Gesstenberger, Anthoay C. Clarke,

Hamold Munnings, Magdy Z. Rotal, yd Al Subet, Rodger A, Sleven,
Akira Honuchi, Kuldip Sandha, Past A Jordan, Douglas K. Rex
Background: Propofol adminzamtion Sor ennlimeipee provedures by snesthesta
specialists b eostly. Nonanestwsaologist sdninsteral progoiul sedstion (NAP) it
rapdly evodving It i$ comtriwesie] dhee 2o (e abunt safiety, moinly respicttony
depression. Our grxt! was to determanes the: omerall musnlier of enckotracheal
intubitions, neurmbogic imjuries, amnd deaths and mosk vensilasons asacited with
NAP for emisepoc proceibiores. Methexds We reviewead all pulsishes) abmtrsces sind
paprers wilteang NAP for vndosoopd? provecdunes. To ghe st of our knowledge, we
absocontiacted ) pstrovmren digists piorb rming NAP Eor endusongny o partcipate i
our sifety review. Al onntactel gastroesierologists suboittisd their upcdated dats on
aafaty: To pesform aur liersture search, we ypaesriend Onid Mexdline (1966 August 2007)
The follywing oomplications: were dvaikslie moll patsens: endotrached] intubations,
neurolugic tjuries, and dinth. We abo ivestigited whether mask ventibation was
more frespuent with EGDs vervus colonoacapies, when saiblde. Results: A total of
436,918 (213,327 publisher] ami 243,391 unpublasrai) NAP procedunss were
collected in ouer databuse. Endotrachent inrulutions, neusologie injuries, and deaths
were 4, 1, und 3, respoctively (data snailble: fire ol patients). The deaths ogeurred in
a patient with wilely metaastic punenetie cancer, 2 severely handicapped patient
with mental netardatiom, s o pEitient with 2n extensive histury of pohsuhstance
abuse. ks 2 of the 3 deaths, 2 decivian to withilrae Bfe support was made by the
familien of the paticnts, The oventll sumber of eases reguiding mask ventikation was
322 out Of 400,769 cmes with dat avaitol e, Mask yentilation eates were comyprared
between EGDS ind colmemopies fur studies armd sites specifying risk by procedun:
typre. Fifty of 123,768 patignty and 18 0F 97 A29 patients sequired mank wentitation
during their EGD or colinnscopy, sespertivedy (p < 0.0DL chiscquare tet). In the
remutining 261 putients nequining mask vemsilition, the e of endoscopic procedure
perfornwd way unclear. Crmeluyioms, The wdministrton of propofol by non.
anesthesiohugnas fe endosoopic provediures is sufe. Mk wentikation was reguined
more frequently with BGDs coomprarea] tn colanrmivognes. NAP i noe fasible sohution
1o the high costs associaten] with anesthexiodoging defiveresd seddarion for endoscopy.

#5- CMS Regulation and Guidance, descriptions of Moderate Sedation for Procedural Services
J. Moderate Sedation Services Furnished in Conjunction with and in Support of Procedural Services

Anesthesia services range in complexity. The continuum of anesthesia services, from least intense to most
intense in complexity is as follows: local or topical anesthesia, moderate (conscious) sedation, regional
anesthesia and general anesthesia. Moderate sedation is a drug induced depression of consciousness
during which the patient responds purposefully to verbal commands, either alone or accompanied by light
tactile stimulation. Moderate sedation does not include minimal sedation, deep sedation or monitored
anesthesia care.



#6- Portions from the American Society for Gastrointestinal Endoscopy Position Statement:

Nonanesthesiologist administration of propofol for Gl Endoscopy. 2009. Gastrointestinal Endoscopy
Journal.

Recommendations

1. The safety profile of NAAP is equivalent to that of stan-
dard sedatipn with respect to the risks of hypoxemia,
hypotension, and bradycardia for upper endoscopy
and colonascopy (grade 1B).

2. The safery profile of NAAP when it is administered dur-
ing ERCP and EUS appears to be equivalent 1o thatr of
standard sedation. However, the worldwide experience
with NAAP during these procedures is insufficient
to draw definitive conclusions about its use in these
settings (grade 1C).

Summary

1. The administration of propofol and standard sedation
by nonanesthesiologists is comparable with respect to
their efficacy and safety profiles. Proper training and
patient selection are crucial for the safe practice of
NAAP seddation.

2. Gastroenterologists and registered nurses in many
countries have successfully acquired the skills neces-
sary to safely administer propofol-based sedation.
Both didactic and hands-on experience as well as air-
way training and a preceptorship are currently believed
to be imporant elements of a training program.

3. Most studies show that NAAP sedation is superior
standard sedation regimens regarding time to sedation
and time to recovery. Patient satisfaction with propofol
sedation mnges from equivalent to slightly superior
when compared to standard sedation.

4. The use of anesthesiologist-administered propofol for
healthy individuals undergoing elective endoscopy
without risk factors for sedation-related complications
is very costly, with no demonstrated improvement in
patient safety or procedural outcome.

5. Further comparative trals of NAPS and BPS are
warranted.



