
ABSTRACT
Clinical data suggest propofol-mediated sedation can be safely
administered by trained registered nurse/endoscopy teams, with
advantages reported to include patient comfort, physician prefer-
ence, and office efficiency. Clinicians often assume that favorable
epidemiologic data will afford legal protection. However, the
structure of medical epidemiology and malpractice law are dif-
ferent. A legal analysis will involve application of the tort of
negligence. Factors to consider would include statutory restric-
tions (Nurse Practice Act), regulatory restrictions (Food and
Drug Administration [FDA] label warnings), differing expert
witness interpretations of the standard of care, and questions of
informed consent. Further, practice efficiency and patient safety
may be weighted differently in a public health analysis versus a
courtroom setting. Exploring the difference between medical epi-
demiology and legal risk will allow physicians interested in
physician-directed/nurse-assisted propofol sedation programs to
understand potential risks associated with propofol programs
and incorporate risk-management strategies. Although a grow-
ing body of epidemiological data in the gastroenterology litera-
ture supports the safety of propofol use in appropriately trained,
experienced endoscopy teams, no court case has yet pitted the
opposing parties in the nurse-administered propofol sedation
(NAPS) debate, and the legal risks in the event of a serious unto-
ward outcome are unknown.

A separate issue involves anesthesiologist-administered propo-
fol sedation for routine endoscopic procedures with cost impact
and possible billing concerns: refusal of coverage for average
risk procedures, accusation of duplicate billing, and potential re-
evaluation of procedural reimbursement. 

INTRODUCTION
There is increasing clinical data suggesting that propofol-mediat-
ed sedation can be safely administered by trained registered
nurse/endoscopy teams.1 The use of propofol has been felt to
offer advantages that include patient comfort, physician prefer-
ence,2-4 and office efficiency.5 For instance, no deaths were
reported in the use of nurse-administered propofol sedation
(NAPS) in 80,000 patients, with endoscopic literature citing
mortality rates of 1 in 3 to 1 in 11,000; however, the former
study was recent and evaluated highly selected centers.6 Concern
about colon perforation when the endoscopist does not receive
feedback of pain from the patient has been expressed but debat-
ed.4,8 Recovery room time dropped from 70 minutes to 18 min-
utes.23 To achieve quality outcomes, training programs are sug-
gested. A program for endoscopy nurses took from 2 weeks to 3
months.1

Medical progress is often made by the introduction of new
ideas, tested and proven with epidemiologic data, followed by
widespread acceptance. Many gastroenterologists would con-
clude that NAPS has successfully completed that path. Indeed, a

recent convincing article on use of physician-directed endoscopic
propofol1 was accompanied by a favorable editorial, which
declared, “Nurse-assisted Propofol Sedation: The Jury Is In!”6

Although the intriguing choice of words in this NAPS-favorable
editorial was a legal metaphor, “The jury is in!,” the authors are
highly respected physicians using a medical analysis. A strictly
legal point of view is less comforting: the lawsuit has yet to
occur, the case has not been presented, and the jury has neither
gone out nor returned a verdict.

From a medical practice point of view, the studies of NAPS
may be reassuring and convincing. However, not all physicians
have been convinced, and the literature documents concerns
about possible deep sedation without reversal agent and the
importance of safety over efficiency.7 From a medical innovation
point of view, considerable and careful scientific efforts have
been made to understand the role of NAPS and to advance the
practice of endoscopic sedation. However, from a strictly legal
point of view, little hard data are available, and the legal ques-
tions remain unanswered.8 These questions will be explored.

MALPRACTICE LAW PRIMER 

Risk Management
Risk management programs attempt to understand the actual
risk by an analysis of malpractice data and use that analysis to
develop awareness of specific risk in specific treatment encoun-
ters. Thus, the goal of risk management programs is to develop
preventive measures to reduce both patient injury and malprac-
tice risk. 

Tort of Negligence
A tort may be defined as a civil wrong for which a remedy may
be obtained. The most common form of a malpractice action
against a physician takes the form of the tort of negligence, a
“civil wrong.” The plaintiff’s attorney must prove 4 elements: 
1) that the physician has an obligation (duty) of care for that
individual, 2) the duty was violated (breach) by practice below
the applicable standard of care, 3) that substandard practice
caused the harm asserted (proximate cause), and 4) that the
plaintiff suffers compensable damages (harm). Expert witness
testimony, often relying on clinical guidelines, establishes the
standard of care. Informed consent requires disclosure of risk,
benefit, and alternatives to the patient. This transfers the risk of
a nonperfect sedation from the endoscopist to the patient, who
assumes the risk with the decision to proceed despite the knowl-
edge of sedation and procedural risks. 

Not every possible risk must be disclosed, only those a reason-
able patient would wish to know in order to make an appropriate
decision (Canterbury v Spence).10 These have been termed “materi-
al risks” and are specific to each procedure and patient situation.
Vicarious liability makes physicians potentially liable for the
actions of others for whom they have supervisory responsibility. 
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LEGAL ISSUES

Imaginary Lawsuit After Propofol Complication: 
Plaintiff Assertions/Defense Responses
If a patient is injured during endoscopic sedation with propofol,
a lawsuit could ensue alleging failure to meet the standard of
care and failure of appropriate informed consent (an independ-
ent cause of action, which the defendant could win even if
defendant physician was found to have met standard of care).
Of course, if complications of NAPS sedation are as rare as
recent studies suggest, there will be few lawsuits, and the legal
issues here may be unimportant.

1. Standard of Care Problems
The Food and Drug Administration (FDA) medication label
warning that “for general anesthesia or monitored anesthesia
care (MAC ) sedation [propofol] should be administered only by
persons trained in the administration of general anesthesia and
not involved in the conduct of the surgical diagnostic proce-
dure”11 would be highlighted by plaintiff attorney, with a sugges-
tion that gastroenterologists do not have general anesthesia
skills, nor sufficient ability, to rescue patients from deep seda-
tion.7 The defense will assert that trained endoscopists do pos-
sess sufficient skills, that current noncontroversial endoscopic
sedative agents may also achieve deep sedation risks, and that
studies show conventional sedation may have higher complica-
tion rates than NAPS.12,13

Expert witnesses would offer very different views of the safety
of propofol. The plaintiff attorney could line up anesthesiolo-
gists and try to characterize anesthesia as the specialty more
expert in all matters of sedation. JACHO standards may help in
that regard. The plaintiff attorney would note the many states
that do not allow nurse-administered propofol14 and highlight
propofol guidelines by anesthesiology societies , such as the
AANA–ASA Joint Statement Regarding Propofol Administra-
tion, April 2004.15 The plaintiff attorney may even get respected
gastroenterologists to say current sedation is sufficient and
popofol is dangerous. The current pro-NAPS studies would like-
ly be criticized as inadequate. A lot of attention would be paid
to deep versus moderate (conscious) sedation. The defense attor-
ney could effectively use the local anesthesiologist who helped
establish the program to counter “outside” anesthesiology opin-
ion, have gastroenterologists highlight the numerous studies
showing little propofol risk, have pharmacy experts emphasize
the short half-life of propofol, and could emphasize studies
showing patient and physician preference for propofol. The
defense could also demonstrate the risks of narcotic/sedative
combination regimens and assert that anesthesia opinion may be
more turf battle than science. ASGE guidelines and/or
ACG/ASGE/SGNA society position statements16,17 may be used to
support new standards of care most relevant to endoscopic seda-
tion. Use of recommended training protocols4,18 will reflect care-
ful adoption of new techniques. Awareness of developing seda-
tion improvements in medications, medication delivery, and
monitoring systems may reflect well on standard of care chal-
lenges. The effect of sophisticated epidemiologic data on an
average jury may depend more on how convincing and creden-
tialed is the expert than on the quality of the data itself. 

2. Statutory Problems
Some state statutes forbid nurses to administer propofol under

the state’s Nurse Practice Act. Clinical evidence does not trump
state law. Further, even in states allowing NAPS, plaintiff attor-
neys may try to discredit the program by noting prohibition of
NAPS in other states. Defense attorneys may assert that those
other statutes do not reflect current clinical understanding and
research. Experts will support each position.

3. Informed Consent Problems
The plaintiff attorney will certainly assert that a reasonable
patient would wish to know of an FDA warning and any con-
troversy over the use of this drug versus other available alterna-
tives, and that anesthesiologists have expressed serious concerns
about NAPS. They will assert that risks up to and including
death should have been mentioned. The defense will assert that
the risks are similar to (or safer than) current standard sedation
and that whatever consent process is currently considered
acceptable for standard endoscopy should be acceptable for
NAPS. A major question is whether NAPS, or gastroenterolo-
gist-directed propofol, is a special situation; does this require a
different consent discussion than standard endoscopic sedation?
On one hand, one generally wouldn’t do drug-specific consent
and change the consent process based on whether one used fen-
tanyl versus demerol as the narcotic agent, or added glucagon.
On the other hand, the plaintiff would argue that propofol has a
different FDA label, state the nursing restrictions in some states,
and state anesthesiology opposition for some uses. A reasonable
patient wishes to know bottom-line safety issues. The defense
would respond that a large and growing body of clinical data
and experience suggests NAPS sedation is as safe and favorably
comparable to standard endoscopic conscious sedation.
Discussion of labels and medical politics is superfluous and con-
fusing. Recall that informed consent is an independent cause of
legal action: even if the plaintiff loses on the standard of care
argument (i.e., you are not found to have practiced substandard
care), they can win the entire lawsuit on the informed consent
argument (i.e., had I known these risks, I never would have
agreed to NAPS). There is no endoscopic sedation trial verdict
to show a jury’s opinion.

4. Cost Savings, Self-interest 
The plaintiff may present efficiency data and assert that propo-
fol is all about money; that NAPS puts lives at risk to add an
extra procedure or two in the ASC daily schedule and enrich the
physician. The defense may assert its all about patient comfort
and benefit; that even sophisticated patients (e.g., doctors)
choose propofol in a NAPS setting. Also, that there is a public
health benefit to medical efficiency (need more ability to do
colonoscopy screening by fewer gastroenterologists), but that is
never at the expense of safety. Further, the defense may argue
that it is anesthesia self-interest that forms the basis of opposi-
tion to the clinical evidence of NAPS safety.

OTHER ISSUES
A separate concern involves anesthesiologist-administered seda-
tion for routine endoscopic procedures. The cost of endoscopy
in areas with significant use of anesthesiologist-delivered routine
endoscopic sedation has risen substantially.19 This has raised the
possibility of revaluation and lower reimbursement for proce-
dures since sedation is being billed separately, or an eventual
interpretation of that practice as inappropriate “double billing,”
a potential fraud.8,20,21 A large insurer recently suspended cover-
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age for anesthesiology services in routine endoscopic
procedures.25

Vicarious liability may apply for mistakes made by your hired
personnel. Even the mistakes of contracted anesthesia personnel
may involve the gastroenterologist in a lawsuit.

RISK MANAGEMENT STRATEGIES
Epidemiologic studies and expert gastroenterolgic opinion sug-
gest there is much promise in the use of NAPS. Opposition to
NAPS creates additional legal burden over that of standard
endoscopic sedation. There are potential risk management
strategies to reduce this risk. 

From a gastroenterology society perspective, there is potential,
and interest, in helping move NAPS to safer legal ground.
Development and strengthening of evidence-based society guide-
lines and position statements, carefully crafted by members both
involved and uninvolved in NAPS, will both add credibility and
help assure that a safe programmatic approach to NAPS within an
acceptable standard of care for gastrointestinal endoscopy.
Involving anesthesia societies, or if they are unwilling, perhaps
noninterested specialty societies or regulatory groups to review the
data and programs could be useful. Joint guidelines will seem even
more credible if a courtroom turf battle were to occur. 

Change in the FDA warning label, or an acceptance that the
meaning is not a requirement for anesthesiologist-level training
(the current NAPS gastroenterologic view), would be helpful.

Any new medication or sedation device/monitoring system
that can be demonstrated to further promote sedation safety
may make prior concerns seem less relevant.22,23

From an individual’s perspective, careful program develop-
ment is key. Having a local anesthesiologist involved in your
program development, and documenting that involvement, will
be helpful to future challenge by outside anesthesiology experts.

An initial training program, based on published models,4,23 and
use of regular quality assessment can be more easily presented as
within standard of care.

Understand your states Nurse Practice Act restrictions (if any) or
any other statutory or regulatory local committee regulations.24

It is not clear if special informed consent materials (written or
video) that present NAPS positively, but inform the patient
about its controversial aspects and leave the physician to briefly
answer questions as needed, could address the current informed
consent questions.

SUMMARY 
Propofol-mediated sedation may offer advantages to patient and
physician. However, controversy and differing opinion regarding
its safe use by nonanesthesiologists raises the concern about mal-
practice risk. Clinicians often assume that favorable epidemio-
logic data will translate into/afford legal protection, but the
structure of medical epidemiology and malpractice law are dif-
ferent. Factors considered in this malpractice analysis included
statutory restrictions (Nurse Practice Act), regulatory restrictions
(FDA label warnings), differing expert witness interpretations of
the standard of care, questions of informed consent, the inter-
pretation of practice efficiency and patient safety, and the differ-
ence between public health analysis versus courtroom setting.

The potential risks associated with propofol programs and risk
management preventive strategies were reviewed.

REFERENCES

1. Rex DK, Heuss LT, Walker JA, Rong QI. Trained registered nurses/endoscopy
teams can administer propofol safely for endoscopy. Gastroenterology
2005;129:1384-1391. 

2. Vargo JJ. Propofol may be safely administered by trained nonanesthesiologists.
Pro: Propofol demystified: it is time to change the sedation paradigm. Am J
Gastroenterol 2004;99:1207-1209

3. Heuss LT, Inauen I. The dawning of a new sedative: propofol in gastrointestinal
endoscopy. Digestion 2004;69:20-26

4. Walker JA, McIntrye RD, Schleinitz PF, et al. Nurse-administered propofol seda-
tion without anesthesia specialists in 9152 endoscopic cases in an ambulatory sur-
gery center. Am J Gastroenterol 2003;98:1744-1750

5. Overley CA, Rex DK. A nursing perspective on sedation and nurse-administered
propofol for endoscopy. Gastrointest Endosc Clin N Am 2004:14:325-333.

6. Byrne MF, Baillie J. Nurse-assisted propofol sedation: the jury is in!
Gastroenterology 2005;129:1781-1782.

7. Koch, ME. Propofol may be safely administered by trained nonanesthesiolo-
gists. Con: Propofol: far from harmless. Am J Gastroenterol, 2004;99:1209-1210

8. Petrini J, Egan JV. Risk management regarding sedation/analgesia. Gastrointest
Enodosc Clin N Am 2004;14:401-414

9. Feld AD. Informed consent: not just for procedures anymore. Am J
Gastroenterol 2004;99:977-980.

10. Canterbury v Spence, 464 F2d 772 (DC Cir 1972).

11. Dirpivan [label]. Astra Zeneca. Physicians’ Desk Reference; 2005.

12. Patel S, Vargo JJ, Khandwala F, Lopex R, Trolli P, Dumot JA, Conwell DL,
Zuccaro G. Deep sedation occurs frequently during elective endoscopy with
meperdinde and midazolam. Am J Gastroenterol 2005:100;12:2689-2695

13. Quadeer MA, Vargo JJ, Khandwala F, Lopex R, Zuccaro G. Propofol versus tra-
ditional sedative agents for gastrointestinal endoscopy: a meta-analysis. Clin
Gastroenterol Hepatol 2005;3:1049-1056

14. Meltzer B. RNs pushing propofol. Available at: www.outpatientsurgery.net/
2003/os07/rns_pushing_propofol.php.

15. AANA-ASA joint statement regarding propofol administration; April 2004.
Available at: www.asahq.org/news.

16. American Gastroenterological Association. GI Practice Management News.
May 2004;3.

17. Statement of the use of sedation and analgesia in the gastrointestinal
endoscopy setting; Rev. 2004. Society of Gastrointestinal Endoscopy Nurses
and Associates.

18. Vargo JJ, Zuccaro G Jr, Dumot JA, Shermock KM, Morrow JB, Conwell DL, Troll
PA, Maurer WG. Gastroenterologist-administered propofol versus meperidine and
midazolam for advanced upper endoscopy: a prospective randomized trial.
Gastroenterology 2002;123:8-16.

19. Aisenberg J, Brill JV, Ladabaum U, Cohen L. Sedation for gastrointestinal
endocsopy: new practices, new economics. Am J Gastroenterol 2005;100:996-1005

20. Rex DK. The science and politics of propofol. Am J Gastroenterol
2004;99:2080-2083

21. Rex DK Three challenges: propofol, colonoscopy by untrained physicians, and
CT colonoscopy. Am J Gastroenterol 2005;100:510-513

22. Huang R, Eisen GM. Efficacy, safety and limitations in current practice of seda-
tion and analgesia. Gastrointest Endosc Clin N Am 2004:14;269-288

23. Vargo JJ. Propofol: a gastroenterologist’s perspective. Gastrointest Endosc Clin
N Am 2004;14:313-323

24. Ganz RA. Regulation and certification issues. Gastrointest Enodosc Clin N Am
2002; 12:205-214

25. Smith M. Insurers weigh in on propofol sedation: Blue Cross reconsidering
reimbursement. Gastroenterology and Endoscopy News. 2006;57:1

Address requests for reprints to: Debra Raden, Assistant Managing Editor, at 
draden@gastro.org or mail request to 4930 Del Ray Avenue, Bethesda, Maryland 20814.

DISCLAIMER: These are general thoughts presented for their educational value and are NOT
intended to represent specific legal advice. That would require independent legal council.

PROPOFOL: LEGAL RISKS AND RISK MANAGEMENT       105




