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Background

Minimal access surgery began in the early 1980s with the introduction of laparoscopic
fallopian tube ligation. The first laparoscopic cholecystectomy was performed 7 years later, and
was rapidly embraced as the preferred method for cholecystectomy despite a lack of evidence to
support the safety of the new technique.*® In response to several deaths and complications
associated with laparoscopic cholecystectomy, the New Y ork State Department of Health issued
guidelines for the credentialing of surgeons who wished to perform the procedure.”® At the same
time, a Nationa Institutes of Heath Consensus conference published recommendations
regarding indications for |aparoscopic cholecystectomy.*

Clinical trials comparing the laparoscopic procedure with other approaches eventualy
revealed that the newer procedure to be less morbid than traditional open cholecystectomy, or
even mini-laparotomy.®*® Importantly, though, it also became clear that acquiring the skills to
perform this new procedure involved a substantial surgical “learning curve.”*”?* This learning
curve no longer affects patients undergoing laparoscopic cholecystectomy, as training has
become a required part of al surgical residency programs, with graduating surgery residents
typically having performed more than 50 laparoscopic cholecystectomies.”** However, the
growth of laparoscopic cholecystectomy has been followed by equally rapid development and
application of minimal access procedures in virtually every surgical specialty. This chapter
considers the patient safety issues that arise with the diffusion of a new procedurally-based
technology. It highlights the “learning curve’ inherent in any new procedure, as competence
invariably grows with practice (see Chapter 18). Because it is so widely performed and has the
largest literature describing its record, this chapter focuses on lessons learned from the
introduction of |aparoscopic cholecystectomy.

Practice Description

Although there are a wide variety of procedure-specific techniques in minimal access
surgery, al operations utilize videoscopic or digital imaging in conjunction with remote
manipulation. In general, the operator works from two-dimensional, magnified video images of
the operative field while manipulating long narrow instruments placed into the operating cavity
from outside the body. To become proficient in minimal access techniques, the surgeon must
develop skills in interpreting a three-dimensional environment as a two-dimensional image, and
learn how to do familiar tasks (eg, suture) with familiar instruments in an unfamiliar manner.
Importantly, the surgeon never actually touches the tissue being moved with his or her hands.?*#
This loss of tactile input is the major factor in making minimal access techniques difficult to
learn.
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Prevalence and Severity of the Target Safety Problem

Complications from minimal access procedures fall into 2 general categories. those
directly resulting from the Iafaroscopic intervention (ie, trocar injuries, dissection injuries,
insufflation-associated events)®® and those associated with the operation itself (eg, bile duct
injury with cholecystectomy, gastric injury with fundoplication).*”?* For |aparoscopic
cholecystectomy, a survey of 1750 surgery department chairpersons reported that bowel and
vascular injuries (laparoscopic-specific injury) occurred in 0.14% and 0.25% of cases
respectively, while the rate of bile duct injuries (procedure-specific) was 0.6%.° The bile duct
injury rate was lower at institutions that had performed more than 100 cases. Although this study
was large, as a survey it likely underestimates the true rate of complications. Other multi-
institutional reports of laparoscopic cholecystectomy in the United States have noted a similar
bile duct injury rate and report mortality rates of 0.04% to 0.1%.>?%%% Although undoubtedly
underestimated, even these rates are higher than those associated with open cholecystectomy.

Opportunitiesfor | mpact

As set forth above, laparoscopic cholecystectomies is a standard part of surgica
residency training.>** Nearly all general surgeons who did not train in the current era have
received postgraduate training in basic laparoscopic techniques. This training often takes the
form of a 2-3 day course involving hands-on experience with animal models and laboratory-
skills sessions, then observation or assisting with cases primarily performed by another surgeon,
finaly, performing cases supervised by an experienced laparoscopist, and finally performing
cases independently. %24

Proficiency in traditional techniques does not automatically translate to minimal access
methods. We identified one study investigating whether the level of surgical training (attending
surgeon versus chief resident) affected the performance of cholecystectomy.'” This study
suggested that, despite operating on more complex patients, the adverse event rate for surgical
chief residents learning laparoscopic cholecystectomy was similar to that of attending physicians
(who had far more operative experience).

Similarly, skills obtained with one minimal access procedure do not transfer to others.
The operation of laparoscopic fundoplication for gastroesophageal reflux disease entered into
surgical practice after laparoscopic cholecystectomy. Therefore, most surgeons who performed it
had basic laparoscopic skill sets. Studies investigating its implementation suggest a threshold of
25-30 cases before surgeons attain proficiency,** in contrast to a threshold of about 15-20
cases for laparoscopic cholecystectomy.??°3%% |n recognition of this lack of transferability,
performing laparoscopic cholecystectomies does not qualify a surgeon to perform laparoscopic
colon resection without first undergoing additional training specifically in laparoscopic colon
E(lachniqu&s.&% The need for specific new training has been seen with other procedures as well.*”

* A third problem concerns the potential adverse effects at the population. While the procedure
itself may be less morbid, the rate at which this ‘safer’ procedure is performed may increase
substantially to the point that the complications experienced by the patient population as awhole
do not decrease.?’ This problem has been documented with laparoscopic cholecystectomy,**?®
but processes for improved patient selection have not received sufficient testing to permit review
of aparticular safety practice relating to procedure “ appropriateness.”
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Thus, determination of a minimum number of cases required to become proficient (as an
aid to credentialing or proctoring activities), or determining methods to shorten the time needed
to attain this level of skill will have a clear impact on patients undergoing minimal access
procedures. Thisimpact is likely to become greater as the breadth and complexity of procedures
approached through minimal access techniques grows.

Study Designs

Using a structured MEDLINE search, we sought to identify papers that either reported a
threshold number of cases required to attain proficiency, or explicitly compared training
techniques for laparoscopic cholecystectomy in terms of patient outcomes. Our literature search
found a large number of reports describing retrospective analyses or reports from procedure
registries. These studies did not report training protocols, specific physician characteristics or
surgeon-specific volumes, and were therefore excluded from our review. In addition, we found
several review articles.**** The first of these reviews focused primarily on statistical techniques
for documenting and analyzing learning curves,* and the other two™** did not meet criteria for
systematic reviews. Nonetheless, the bibliographies of all 3 articles were scanned for relevant
studies.

Study Outcomes

All studies reported clinical outcomes (Level 1), most commonly bile duct injury. Other
complications (eg, insufflation or trocar injuries) were very unusual, and mortality was rare.

Evidence for Effectiveness of the Practice

Three studies specifically addressed the relationship between surgical experience in the
performance of |aparoscopic cholecystectomy and a well-defined adverse outcome, bile duct
injury. The first reported 15 bile duct injuries in over 8000 laparoscopic cholecystectomies.®
Multivariate analysis showed that the only significant factor in predicting this adverse event was
the experience of the surgeon (p=0.001). Rapidity of learning was not significantly related to a
surgeon's age, size of practice, or hospital setting. Ninety percent of injuries were predicted to
occur during a surgeon’s first 30 cases. Gigot et a* reported the incidence of bile duct injury
was 1.3% when the surgeon had performed fewer than 50 cases and 0.35% afterwards (p<0.001).
However, bile duct injuries still occurred with surgeons who had performed >100 cases.®
Similar results have been observed in other studies of bile duct injury with laparoscopic
cholecystectomy,®™ suggesting that something beyond the learning curve accounts for many
laparoscopic errors. Examination from error analysis suggests that these events occur because of
visual and perceptual difficulties involved in the operator/equipment interface.*®*’

We identified one prospective cohort study from Japan that compared the effectiveness of
2 training courses for laparoscopic cholecystectomy.? In this study, one group of 8 surgeons was
assigned to 10 supervised laparoscopic cholecystectomies as part of their initial training; a
second group of 8 surgeons had only 2 observed training sessions. Complications that occurred
over 21 months after completion of the 4 months of training were assessed by means of a
guestionnaire sent to all participants. The surgeons who had trained with 10 supervised
procedures had 0.5% major complications (bleeding, bile duct injury or bile leakage) versus 2%
for the surgeons trained with only 2 procedures (p=0.03). The incidence of major complications
occurring during theinitial 10 operations was higher among unsupervised surgeons (p=0.005).

Outside of laparoscopic cholecystectomy, we identified one study examining
complication rates of urologic laparoscopic surgeons after completing a 2-day training seminar.*®

215



Because the study relied on surveys of participants at 3 and 12 months after course completion, it
is likely biased toward underestimating the incidence of adverse events. Nevertheless the study
showed that surgeons who performed procedures without additional training were 3 times more
likely to have at least one complication compared with surgeons who sought additional training.
Additionally the presence of skilled associates and the development of a surgical team impact
favorably on reducing the number of complications.*®*

Potential for Harm

It is unlikely that the specific introduction of training and requirements for a baseline of
surgical experience in minimal access surgery procedures will lead to adverse events.

Costsand Implementation

In the initial introduction of laparoscopic cholecystectomy most surgeons attended at
least one didactic and hands-on course in operative technique and instrument manipulation.
Some of these experiences included operative procedures in animals and utilization of static
training boxes and devices that may speed the acquisition of perceptual and motor skills. The
need for practice in the development of technical skills is vital, and laboratory courses, training
devices and simulators (Chapter 45) are being tested for their ability to improve operator
skills.>>* There is insufficient evidence to make a recommendation of the superiority of one
training method over any other and costs are presently undetermined.

After sufficient laboratory experience and practice, it is recommended that the procedure
be performed initialy in only carefully selected patients under the supervision of an experienced
surgeon.®®*® How practicing groups of providers obtain an experienced consultant is
variable.®*® Surgical training fellowships in minimal access surgery have been established and
graduates of these programs have the requisite expertise to supervise others. Unfortunately, such
fellowship graduates are in short supply. Telemedicine may play a role in the mentoring and
technical support for surgeons performing new techniques as it provides a means for remote
performance of a procedure with real-time expert supervision and guidance.®-

Comment

Minimal access surgery has become extraordinarily popular largely in response to market
forces. The single most important predictor of adverse events in minimal access procedures is
the experience of the provider with the specific operation. Surgeons must acquire the necessary
technical skills and expertise before performing new procedures on patients. Hospitals and
payers should help ensure that providers possess the requisite experience before allowing
procedures to be performed in their facilities or paying for them, since patients aone will
generaly be unable to determine surgeon competency.

A number of governing bodies and surgical societies have published guidelines that
outline standards for training for postgraduate surgeons for skill acquisition in minimal access
surgery, %8836 [t these recommendations are based more on common sense and clinical
experience than rigorous evidence. It is not known how influential these guidelines are in the
granting of privileges. Continued research is needed to determine the threshold for safe
performance of this and other procedures, the most effective training methods to ensure
competence, and strategies to minimize patient harm while proceduralists gain the experience
they need to be competent and to train others.

216



References

1

2.

No

10.

11.

12.

13.

14.

15.

16.

17.

Gallstones and |aparoscopic cholecystectomy. NIH Consensus Devel opment Panel on
Gallstones and L aparoscopic Cholecystectomy. Surg Endosc. 1993; 7: 271-279.
Yamashita 'Y, Kurohiji T, Kakegawa T. Evaluation of two training programs for
laparoscopic cholecystectomy: incidence of maor complications. World J Surg.
1994;18:279-285.

Deziel DJ, Millikan KW, Economou SG, Doolas A, Ko ST, Airan MC. Complications of
laparoscopic cholecystectomy: a national survey of 4,292 hospitals and an analysis of
77,604 cases. AmJ Surg. 1993;165:9-14.

Hodgson WJ, Byrne DW, Savino JA, Liberis G. Laparoscopic cholecystectomy. The early
experience of surgical attendings compared with that of residents trained by apprenticeship.
Surg Endosc. 1994; 8:1058-1062.

Wherry DC, Rob CG, Marohn MR, Rich NM. An external audit of |aparoscopic
cholecystectomy performed in medical treatment facilities of the Department of Defense.
Ann Surg. 1994; 220:626-634.

Grundfest WS. Credentialing in an era of change. JAMA. 1993; 270: 2725.

NY State issues guidelines for lap cholecystectomy. New Y ork State Health Department.
OR Manager. 1992;8:1,8-9.

Green FL. New Y ork State Health Department ruling—a "wake-up call” for all. Surg
Endosc. 1992;6:271.

Shea JA, Healey MJ, Berlin JA, Clarke JR, Malet PF, Staroscik RN, et al. Mortality and
complications associated with laparoscopic cholecystectomy. A meta-analysis. Ann Surg.
1996;224:609-620.

Majeed AW, Troy G, Nicholl JP, Smythe A, Reed MW, Stoddard CJ, et a. Randomised,
prospective, single-blind comparison of |aparoscopic versus small-incision
cholecystectomy. Lancet. 1996;347:989-994.

Kane RL, Lurie N, Borbas C, MorrisN, Flood S, McLaughlin B, et al. The outcomes of
elective laparoscopic and open cholecystectomies. J Am Coll Surg. 1995;180:136-145.
Steiner CA, Bass EB, Talamini MA, Pitt HA, Steinberg EP. Surgical rates and operative
mortality for open and |aparoscopic cholecystectomy in Maryland. N Engl J Med.
1994;330:403-408.

McMahon AJ, Russell IT, Baxter JN, Ross S, Anderson JR, Morran CG, et al.

L aparoscopic versus minilaparotomy cholecystectomy: arandomised trial. Lancet.
1994;343:135-138.

Barkun JS, Barkun AN, Meakins JL. L aparoscopic versus open cholecystectomy: the
Canadian experience. The McGill Gallstone Treatment Group. Am J Surg. 1993;165:455-
458.

Orlando R, Russell JC, Lynch J, Mattie A. Laparoscopic cholecystectomy. A statewide
experience. The Connecticut Laparoscopic Cholecystectomy Registry. Arch Surg.
1993;128:494-8.

Trondsen E, Reiertsen O, Andersen OK, Kjaersgaard P. Laparoscopic and open
cholecystectomy. A prospective, randomized study. Eur J Surg. 1993;159:217-221.
Lekawa M, Shapiro SJ, Gordon LA, Rothbart J, Hiatt JR. The laparoscopic learning curve.
Surg Laparosc Endosc. 1995;5:455-458.

217



18.

19.

20.

21.

22.

23.

24,

25.

26.

27.

28.

29.

30.

31

32.

33.

35.

36.

37.
38.

Dashow L, Friedman I, Kempner R, Rudick J, McSherry C. Initial experience with
laparoscopic cholecystectomy at the Beth Israel Medical Center. Surg Gynecol Obstet.
1992;175:25-30.

Gilchrist BF, Vlessis AA, Kay GA, Swartz K, Dennis D. Open versus laparoscopic
cholecystectomy: an initial analysis. J Laparoendosc Surg. 1991;1:193-196.

Jones RM, Fletcher DR, MacL ellan DG, Lowe AW, Hardy KJ. Laparoscopic
cholecystectomy: initial experience. Aust N Z J Surg. 1991,;61:261-266.

Peters JH, Ellison EC, Innes JT, Liss JL, Nichols KE, Lomano JM, et al. Safety and
efficacy of |aparoscopic cholecystectomy. A prospective analysis of 100 initial patients.
Ann Surg. 1991;213:3-12.

Sariego J, Spitzer L, Matsumoto T. The "learning curve" in the performance of
laparoscopic cholecystectomy. Int Surg. 1993;78:1-3.

Dent TL. Training and privileging for new procedures. Surg Clin North Am. 1996;76:615-
621.

Parsa CJ, Organ CH, Jr., Barkan H. Changing patterns of resident operative experience
from 1990 to 1997. Arch Surg. 2000;135:570-3.

Zucker KA, Bailley RW, Gadacz TR, Imbembo AL. Laparoscopic guided cholecystectomy.
AmJ Surg. 1991;161:36-42.

Philips PA, Amaral JF. Abdominal access complicationsin laparoscopic surgery. J Am
Coll Surg. 2001;192:525-536.

Roos NP, Black CD, RoosLL, Tate RB, Carriere KC. A population-based approach to
monitoring adverse outcomes of medical care. Med Care. 1995;33:127-138.

Escarce JJ, Chen W, Schwartz JS. Falling cholecystectomy thresholds since the
introduction of laparoscopic cholecystectomy. JAMA. 1995;273:1581-1585.

A prospective analysis of 1518 laparoscopic cholecystectomies. The Southern Surgeons
Club. N Engl J Med. 1991;324:1073-1078.

Moore MJ, Bennett CL. The learning curve for |aparoscopic cholecystectomy. The
Southern Surgeons Club. Am J Surg. 1995;170:55-59.

Champault GG, Barrat C, Rozon RC, Rizk N, Catheline JM. The effect of the learning
curve on the outcome of laparoscopic treatment for gastroesophageal reflux. Surg Laparosc
Endosc Percutan Tech. 1999;9:375-381.

Watson DI, Baigrie RJ, Jamieson GG. A learning curve for laparoscopic fundoplication.
Definable, avoidable, or awaste of time? Ann Surg. 1996;224:198-203.

Soot SJ, Eshraghi N, Farahmand M, Sheppard BC, Deveney CW. Transition from open to
laparoscopic fundoplication: the learning curve. Arch Surg. 1999;134:278-281.
Deschamps C, Allen M S, Trastek VF, Johnson JO, Pairolero PC. Early experience and
learning curve associated with laparoscopic Nissen fundoplication. J Thorac Cardiovasc
Surg. 1998;115:281-288.

Gigot J, Etienne J, Aerts R, Wibin E, Dallemagne B, Deweer F, et al. The dramatic reality
of biliary tract injury during laparoscopic cholecystectomy. An anonymous multicenter
Belgian survey of 65 patients. Surg Endosc. 1997;11:1171-1178.

Agachan F, Joo JS, Weiss EG, Wexner SD. Intraoperative |aparoscopic complications. Are
we getting better? Dis Colon Rectum. 1996;39:S14-19.

Hunter JG. Advanced laparoscopic surgery. AmJ Surg. 1997;173:14-18.

Janetschek G, Hobisch A, Holtl L, Bartsch G. Retroperitoneal lymphadenectomy for
clinical stage | nonseminomatous testicular tumor: laparoscopy versus open surgery and
impact of learning curve. J Urol. 1996;156:89-93.

218



39.

40.

4]1.

42.

43.

46.

47.

48.

49.

50.

Sl

52.

53.

55.

56.

S7.

58.

Crawford DL, Phillips EH. Laparoscopic repair and groin hernia surgery. Surg Clin North
Am. 1998;78:1047-1062.
Meinke AK, Kossuth T. What is the learning curve for laparoscopic appendectomy? Surg
Endosc. 1994,8:371-375.
Perino A, CucinellaG, VeneziaR, Castelli A, Cittadini E. Total laparoscopic hysterectomy
versus total abdominal hysterectomy: an assessment of the learning curve in a prospective
randomized study. Hum Reprod. 1999;14:2996-2999.
Ramsay CR, Grant AM, Wallace SA, Garthwaite PH, Monk AF, Russall IT. Assessment of
the learning curve in health technologies. A systematic review. Int J Technol Assess Health
Care. 2000;16:1095-1108.
Rogers DA, Elstein AS, Bordage G. Improving continuing medical education for surgical
techniques: applying the lessons learned in the first decade of minimal access surgery. Ann
Surg. 2001;233:159-166.
Hamdorf JM, Hall JC. Acquiring surgical skills. Br J Surg. 2000;87:28-37.
Steele RJ, Marshall K, Lang M, Doran J. Introduction of Iaparoscopic cholecystectomy in a
large teaching hospital: independent audit of thefirst 3 years. Br J Surg. 1995;82:968-971.
Olsen DO. Bile duct injuries during laparoscopic cholecystectomy: a decade of experience.
J Hepatobiliary Pancreat Surg. 2000;7:35-39.
Stewart L, Way LW. Bile duct injuries during laparoscopic cholecystectomy. Factors that
influence the results of treatment. Arch Surg. 1995;130:1123-1128.
See WA, Cooper CS, Fisher RJ. Predictors of |aparoscopic complications after formal
training in laparoscopic surgery. JAMA. 1993;270:2689-2692.
Sexton JB, Thomas EJ, Helmreich RL. Error, stress, and teamwork in medicine and
aviation: cross sectiona surveys. BMJ. 2000;320:745-749.
Noar MD. The next generation of endoscopy simulation: minimally invasive surgical skills
simulation. Endoscopy. 1995;27:81-85.
Derossis AM, Fried GM, Abrahamowicz M, Sigman HH, Barkun JS, Meakins JL.
Development of amodel for training and evaluation of |aparoscopic skills. Am J Surg.
1998;175:482-487.
Keyser EJ, Derossis AM, Antoniuk M, Sigman HH, Fried GM. A simplified ssmulator for
the training and evaluation of laparoscopic skills. Surg Endosc. 2000;14:149-153.
Scott DJ, Bergen PC, Rege RV, Laycock R, Tesfay ST, Vaentine RJ, et al. Laparoscopic
training on bench models: better and more cost effective than operating room experience? J
Am Coll Surg. 2000;191:272-283.
Rosser JC, Herman B, Risucci DA, Murayama M, Rosser LE, Merrell RC. Effectiveness of
a CD-ROM multimediatutorial in transferring cognitive knowledge essential for
laparoscopic skill training. Am J Surg. 2000;179:320-324.
Gallagher AG, McClure N, McGuigan J, Crothers |, Browning J. Virtual redlity training in
laparoscopic surgery: apreliminary assessment of minimally invasive surgical trainer
virtual reality (MIST VR). Endoscopy. 1999;31:310-313.
Guidelines for the clinical application of laparoscopic biliary tract surgery. Society of
American Gastrointestinal Endoscopic Surgeons. Surg Endosc. 2000;14:771-772.
Guidelines for granting of privileges for laparoscopic and/or thoracoscopic general
surgery. Society of American Gastrointestinal Endoscopic Surgeons (SAGES). Surg
Endosc. 1998;12:379-380.
Guidelines for surgical treatment of gastroesophageal reflux disease (GERD). Society of
American Gastrointestinal Endoscopic Surgeons (SAGES). Surg Endosc. 1998;12:186-188.

219



59.

60.

61.

62.

63.

65.
66.

Fowler DL, Hogle N. The impact of afull-time director of minimally invasive surgery:
clinical practice, education, and research. Surg Endosc. 2000;14:444-447.

Sequeira R, Weinbaum F, Satterfield J, Chassin J, Mock L. Credentialing physicians for
new technology: the physician's learning curve must not harm the patient. Am Surg.
1994;60:821-823.

Deaton DH, Balch D, Kesler C, Bogey WM, Powell CS. Telemedicine and endovascular
aortic grafting. AmJ Surg. 1999;177:75-77.

Moore RG, Adams JB, Partin AW, Docimo SG, Kavoussi LR. Telementoring of
laparoscopic procedures: initia clinical experience. Surg Endosc. 1996;10:107-110.
Guidelines for submission of continuing medical education seeking SAGES endorsement
for coursesin laparoscopic surgery. Society of American Gastrointestinal Endoscopic
Surgeons (SAGES). Surg Endosc. 1993;7:372-373.

Guidelines for diagnostic |aparoscopy.SAGES guidelines. Society of American
Gastrointestinal Endoscopic Surgeons. Surg Endosc. 1999;13:202-203.

Guidelines for laparoscopic surgery during pregnancy. Surg Endosc. 1998;12:189-190.
Guidelines for office endoscopic services. Society of American Gastrointestinal
Endoscopic Surgeons (SAGES). Surg Endosc. 1998;12:191-192.

220



