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Abstract 
Objective: To compare the long-term results of the treatment of mild acute 
biliary pancreatitis in patients with gallbladder in situ, without stones in the 
bile duct, treated by cholecystectomy, and endoscopic sphincterotomy (ES) 
versus simple cholecystectomy in the prevention of recurrence of this pa-
thology. Material and Methods: Between May 2008 and December 2012, 110 
consecutive patients with a mild acute biliary pancreatitis (ABP) were pros-
pectively studied. None had undergone cholecystectomy, and choledocholi-
thiasis was ruled out by ERCP. Two groups of patients were created and ran-
domized: Group I (n = 55) who underwent ERCP plus ES and Group II (n = 
55) only had diagnostic ERCP. Patients were then referred for cholecystecto-
my. Follow up was completed in 101 patients. Group I was made up of 53 pa-
tients and Group II had 48 similar characteristics. Patients were followed for 
an average of 105 months. At the end of the follow-up, 12 (22.6%) from 
Group I and 6 (12.5%) from Group II (p = 0.143) remained with the 
gallbladder in situ. Results: There were 53 patients in Group I (100%). Only 
42 (87.5%) of those in Group II evolved without biliopancreatic complica-
tions (p = 0.0096). In the latter, 6 (12.5%) were complicated, and 5 had not 
had cholecystectomy. In Group I patients, there was no recurrence of acute 
biliary pancreatitis, but this was seen in 4 cases (8.4%) in Group II (p = 
0.0476). Group I also had 2 cases of biliary colic (4.2%) and 2 cases of ob-
structive jaundice (4.2%). Conclusions: The risk of recurrence is significant 
in patients with mild acute biliary pancreatitis, without bile duct stones, and 
in whom cholecystectomy is not performed; thus, an ES is recommended.  
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1. Introduction 

The transit of one or more stones from the common bile duct to the duodenum 
through the papilla of Vater seems to be the initial event in the development of a 
ABP [1]. One of the main risk factors for this pathology is having the gallbladder 
in situ [2]. When it is not removed, a recurrence between 75% and 90% is rec-
orded unless the patient is protected via a previous endoscopic sphincterotomy 
(ES) [3] [4] [5] [6] [7]. 

To avoid recurrence, the current recommendation for patients with mild dis-
ease is to perform cholecystectomy during the initial hospitalization [8] [9]. Most 
recent guidelines tend to recommend early cholecystectomy either during hos-
pital admission or within 2 weeks of discharge [10] [11]. 

However, several studies have indicated that adherence to these guidelines in 
daily practice is as low as 5% [12] [13] [14] [15]. A delay in cholecystectomy af-
ter mild acute biliary pancreatitis has been shown to be associated with a sub-
stantial risk of recurrent biliary events. If ES is performed during initial admis-
sion, then there could be reduced risk of recurrent pancreatitis, but this does not 
lessen the possibility of other biliary complications [13]. 

Some have suggested that the risk of recurrence of acute biliary pancreatitis is 
similar to that of the general population after cholecystectomy [16]. Others de-
scribe recurrence rates of 13% to 17%. Such relapses have been attributed to bile 
duct lithiasis [17] [18]. 

Small stones can go unnoticed on ERCP or magnetic resonance imaging 
(MRCP) and even endoscopic ultrasound (EUS). In addition, in patients in 
whom the presence of choledocholithiasis has been ruled out preoperatively, 
stones between 3 and 5 mm are highly likely to migrate from the gallbladder to 
the bile duct between examination and cholecystectomy or during surgical ma-
nipulation of the gallbladder during its resection [19] [20] [21] [22] [23].  

Because the vast majority of patients with acute biliary pancreatitis have a be-
nign course disease, which is not altered by ERCP and endoscopic sphincterot-
omy, some studies suggest a more selective use such as in patients considered 
unfit for surgery or those with severe symptoms [24] [25] [26]. In patients with 
mild acute biliary pancreatitis and without bile duct stones, an ES can be per-
formed and considered prophylactic treatment to prevent recurrent biliary 
events [7]. Non-randomized studies evaluating the effect of cholecystectomy and 
additional ES in patients with pancreatitis show contradictory results [27].  

The potential advantages of ES are to improve the course of the disease by 
providing early decompression of the pancreaticobiliary system, removing re-
tained stones from the common bile duct, or preventing recurrent episodes [7]. 

A 2016 study recommended that patients should undergo a cholecystectomy 
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plus ERCP to prevent the recurrence of acute biliary pancreatitis [28]. Moreover, 
a recent large-scale study using data from more than 5000 patients showed that 
cholecystectomy and ES offer the best long-term outcome for preventing recur-
rent biliary pancreatitis [29]. 

Recent guidelines from the American Gastroenterological Association (AGA) 
recommend cholecystectomy during initial admission but not after discharge in 
patients with acute biliary pancreatitis (strong recommendation, moderate-quality 
evidence). They also warn against the routine use of urgent ERCP in patients 
with acute biliary pancreatitis and without cholangitis [10]. Importantly, this 
statement was considered a conditional recommendation based on low-quality 
evidence. 

In a 2019 retrospective study, however, a lower incidence of recurrence of the 
pancreatic event was shown in patients with non-severe conditions who under-
went non-urgent ERCP with ES compared to those who did not have ERCP re-
gardless of the cholecystectomy plan. [30]. Our results suggest that ERCP with 
empirical ES is safe and reduces the risk of recurrent acute biliary pancreatitis in 
patients with non-severe disease. However, ES may not be adequate to prevent 
other gallstone-related complications [30]. 

Unfortunately, there are no prospective randomized clinical trials comparing 
the long-term results of ES plus cholecystectomy with only gallbladder resection 
[7] [31]. The aim of this study is to prospectively and randomly compare the 
long-term results of conservative treatment (cholecystectomy only) versus early 
endoscopic sphincterotomy followed by cholecystectomy in the recurrence of 
acute pancreatic symptoms in patients with mild acute biliary pancreatitis, 
gallbladder in situ, and without stones in the bile duct. 

2. Material and Method 

Between 05.01.08 and 12.31.12, a comparative, prospective, longitudinal, and 
randomized clinical study was performed that included a consecutive series of 
110 patients with a diagnosis of mild acute biliary pancreatitis and gallbladder in 
situ who were admitted to the Teaching Unit of Endoscopic Surgery of the De-
partment of Surgery of the Faculty of Medicine of the University of Concepción, 
Chile. Ranson’s prognostic signs were used to predict the severity of pancreatitis 
[32]. Pancreatitis was considered mild if the patient had 3 or fewer prognostic signs. 

2.1. Inclusion Criteria 

• Upper abdominal pain 
• Amylase or lipase levels at least 3 times above normal values 
• Bilirubin < 5 mg/dl 
• Age over 18 years 
• No alterations in coagulation 
• Absence of pregnancy 
• Gallbladder in situ  
• Bile duct without stones on abdominal ultrasound 
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• No evidence of alcoholic or metabolic origin as a cause of pancreatitis 

2.2. Exclusion Criteria 

• Acute pancreatitis of any other cause (alcoholic, metabolic, drugs, poisons, 
etc.) 

• Absence of previous benign biliopancreatic pathology (chronic pancreatitis, 
sclerosing cholangitis, etc.) 

• Absence of biliopancreatic neoplasia 
• Absence of previous biliopancreatic surgery (surgical or endoscopic) 
• Pregnancy 
• Alteration of coagulation tests that contraindicate the procedure 

Once the indication for the procedure was confirmed, the patient proceeded 
to sign the informed consent to be submitted according to the work protocol of 
that time of our Endoscopic Surgery Unit to an ERCP and eventual endoscopic 
sphincterotomy. 

The study protocol was approved by the Ethics Committee of the Faculty and 
Ethical Standards for Research in Humans as specified in the Declaration of Hel-
sinki [33]. All authors had access to the study data and reviewed and approved 
the final manuscript. 

The vast majority of the procedures were performed under topical pharyngeal 
anaesthesia (4% lidocaine spray) and under intravenous conscious sedation with 
Midazolam and Meperidine with doses scaled by age and condition of the pa-
tient. In the remaining cases, the examination was carried out with anaesthetic 
support using Propofol. In the presence of marked peristalsis, butyl-scopolamine 
bromide was administered as an antispasmodic in doses of 20 to 40 mg i.v. Dur-
ing ERCP, the patients were monitored using a multi-parameter vital signs mon-
itor. All procedures were performed by experienced endoscopists.  

The equipment used were Olympus TJF 145 and 150, 160 VF, and Q180 V 
(Tokio Japan) duodenoscopes; these instruments were made by the same manu-
facturer (KD-211Q-1520 and/or KD-11Q-1). 

Neither MRI nor USE was used to verify the absence of bile duct stones dur-
ing the preoperative period. Surgeons at our hospital rarely performed intra-
operative cholangiography. Therefore, ERCP was the best method at that time 
from both a diagnostic and therapeutic perspective for the management of bi-
liopancreatic lithiasis. 

Endoscopic cholangiography was ruled out via the presence of choledocholi-
thiasis, and the cases were randomized by randomly opening a sealed envelope 
and specifying whether or not the patient would undergo an endoscopic sphinc-
terotomy.  

In this way, two groups of 55 patients were formed: One underwent a section 
of the sphincter of Oddi (Group I) and the other had a diagnostic endoscopic 
cholangiography leaving the ampulla intact (Group II). The techniques used 
were previously described [34].  

ERCP was successful in all cases although some patients required more than 
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one attempt (Group I: average 1.1 and Group II: average 1.02); only one patient 
from Group II had a pre-cut to achieve selective cannulation of the bile duct.  

In Group I, one patient (1.8%) evolved with mild post-ERCP pancreatitis. 
This patient was discharged after 48 hours. In group II, severe acute pancreatitis 
occurred in one patient (1.8%) who had to be admitted to the ICU where she 
remained for 15 days. She recovered and was subsequently discharged in good 
condition. The patients were then returned to the referring surgeon for 
gallbladder excision. 

Of the 110 initial patients, 9 (8.2%) were lost to follow-up leaving 101 com-
pleted cases (91.8%), which were considered for the statistical analysis. Group I 
had 53 patients and Group II had 48 cases. The mean follow-up was 105 months 
(Range 84 to 132). 

The clinical characteristics of both groups excluding those lost to follow-up 
were similar (Table 1). 

 
Table 1. Patient characteristics.  

 GROUP I GROUP II  

 n % n %  

Patients 53  48  p-value 

Sex      

Male 13 24.5 9 18.8 0.4823* 

Female 40 75.5 39 81.3  

Age (years)      

Average ± SD 39.8 17.3  36.413.1  0.448** 

Echotomography      

Cholelithiasis 30 56.6 30 62,5 0.6823* 

Acute lithiasic cholecystitis 18 34.0 14 29.2  

Biliary sludge 3 5.7 2 4.2  

Alithiasic gallbladder 2 3.8 2 4.2  

Bile duct diameter (mm)      

Average ± SD 6.9 ± 2.2  7.2 ± 2.4  0.299** 

Jaundice      

Yes 24 45.3 29 60.4 0.1283* 

No 29 54.7 19 39.6  

Duodenum conditions      

Normal 46 86.8 43 89.6 0.4811* 

Peripapillar diverticulum 5 9.4 3 6.3  

Edematous 2 3.8 1 2.1  

Papilla conditions      

Normal 29 54.7 25 52.1 0.969* 

Dilated ostium 24 45.3 23 47.9  

Bile duct cannulation      

First attempt successful 47 88.7 47 97.9 0.07569* 

Second attempt successful 6 11.3 1 2.1  

*Chi squared; **Student t Test. 
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2.3. Statistical Analysis 

The Chi squared test was used to analyze qualitative data, and Fisher’s exact test 
was chosen when the number of observations was small. Student’s t test was 
used for numerical data. A p-value < 0.05 was considered significant. 

3. Results 

At the end of the follow-up, 18 patients (17.8%) remained with the gallbladder in 
situ (Table 2).  

The 53 patients in Group I with or without gallbladder in situ evolved without 
biliopancreatic complications, but only 42/48 (87.5%) were seen in those in 
Group II (p = 0.0096). In the latter, morbidity was found in 6 (12.5%) with 8 
complications. One of these patients corresponded to a case previously under-
going cholecystectomy and the other 5 still had gallbladder in situ. The morbid-
ity rate of the group of patients without ES was significantly higher than patients 
with a section of the sphincter of Oddi (Table 3). 

When comparing the evolution of the groups according to the presentation of 
biliary complications, the patients who underwent an ES did not develop this 
type of morbidity, but it appeared in 8.3% of those without sphincterotomy. This 
difference was not statistically significant (Table 4). 

One case with biliary colic pain (patient still without cholecystectomy) had 
undergone ERCP without sphincterotomy and requested hospital discharge the 
day after the endoscopic procedure. Considering the previous admission diagnosis, 
the patient underwent a new ERCP 6 days later during which the gallbladder was 
contrasted showing filling defects compatible with stones, an alithiasic 7 mm bile 
duct, and a dilated cystic duct. This time, an endoscopic sphincterotomy was added 
to ERCP, and the patient evolved without complications. The cholecystectomy 

 
Table 2. Cholecystectomy at the end of follow-up. 

 GROUP I GROUP II  

 n % n % p 

Cholecistectomy      

Yes 41 77.4 42 87.5 0.143* 

No 12 22.6 6 12.5  

*Chi squared. 

 
Table 3. Biliopancreatic morbidity at the end of follow-up. 

 GROUP I GROUP II  

Morbidity n % n % p 

Biliary 0 0 4 8.3  

Acute pancreatitis 0 0 4 8.3  

Total 0 0 8 16.6 0.00195* 

*Chi squared. 
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Table 4. Complications according to type of treatment. 

 GROUP I GROUP II  

 n = 53 % n = 48 % p-value 

Biliary colic with gallbladder in situ 0 0 1 2.1  

Post cholecystectomy biliary colic 0 0 1 2,1  

Post-cholecystectomy obstructive jaundice 0 0 1 2.1  

Obstructive jaundice with gallbladder in situ 0 0 1 2.1  

TOTAL 0 0 4 8.4 0.2036 

***Chi-squared Test. 

 
was carried out 6 days after ERCP. The surgery was successful, and the patient 
progressed satisfactorily being asymptomatic at the end of the follow-up. 

The other patient presented colicky pain had ERCP without sphincterotomy 
on 08.25.09 and laparoscopic cholecystectomy 6 days later. He remained asympto-
matic for 4 years after the pain, and he evolved with obstructive jaundice as veri-
fied by the clinic and laboratory. He underwent ERCP, and the bile duct was 
contrasted. This was seen to be dilated but alithiasic. An endoscopic sphincte-
rotomy and balloon revision were performed—these were negative for stones. 
He still remained asymptomatic at the end of the follow-up. 

When comparing the evolution of the groups according to the recurrence of 
pancreatitis, the patients who underwent an ES did not present the complication, 
but such complications appeared in 4/48 (8.3%) of those without sphincteroto-
my and none of those who had cholecystectomy. This difference, although very 
close to the limit, was statistically significant (Table 5). 

4. Discussion 

At the time of this study, ERCP was considered the best method for the diagno-
sis and treatment of choledocholithiasis in our clinic. The use of a non-invasive 
examination such as MRC was not available in routine clinical practice; endo-
sonography and/or intraductal ultrasound (IDUS) were unavailable. Intraopera-
tive cholangiography was used very rarely. In our hospital, ERCP was still the 
main study method for bile duct stones. 

All of our cases corresponded to mild pancreatitis, and ERCP was performed 
non-urgently. ERCP itself has risks as evidenced by 1.8% of post-ERCP acute 
pancreatitis that occurred in patients in this study. However, the complication 
rate tends to be low in a tertiary setting with a large volume of patients and ex-
perienced endoscopists as shown previously in our clinic [34]. 

Today, ERCP is considered a therapeutic procedure. It has been replaced by 
non-invasive or less invasive studies for the detection of stones in the bile duct. 
Currently, MRCP and EUS are used routinely in such preoperative studies. 

In patients with intermediate risk of choledocholithiasis, the American Society 
for Gastrointestinal Endoscopy (ASGE) recommends an MRCP or EUS be  
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Table 5. Recurrence according to the type of treatment. 

 GROUP I GROUP II  

 n = 53 % n = 48 % p 

Recurrence 0 0 4 8.3 0.0476*** 

No recurrence 53 100 44 12.5  

***Fisher Test. 

 
performed prior to ERCP. These have an accuracy of 85% to 95% similar to that 
described for ERCP [35] [36] [37] [38].  

In acute biliary pancreatitis however, the MRCP does not seem to be as good 
as previously thought. Its sensitivity decreases as the size of the stones dimi-
nish—these are between 33% - 71% for stones smaller than 6 mm—these are the 
ones that are most frequently associated with acute biliary pancreatitis [39] [40] 
[41] [42]. Thus, some authors propose to carry out an EUS prior to ERCP even if 
the MRCP is negative. This would make it possible to avoid ERCP in 60% - 73% 
of patients and reduce morbidity and mortality and costs associated with the 
procedure [43] [44] [45]. 

The vast majority of studies that have investigated this topic do not have a 
subsequent follow-up; therefore, the possibility of false negatives when per-
forming cholecystectomy cannot be ruled out [7]. 

In a previous study at our centre, 90 consecutive patients who were admitted 
with the diagnosis of mild acute biliary pancreatitis and gallbladder in situ were 
prospectively studied. Of the total, 36 presented choledocholithiasis (40.4%), 17 
had multiple stones (47.2%), and 24 (66.7%) had stones that measured less than 
5 mm in diameter [34]. 

In this study, the absence of stones in the bile duct was considered only when 
considering the ERCP image (less invasive examinations were not readily availa-
ble at our clinic). 

ERCP currently plays a less important role than it did before non-invasive 
studies were available. However, MRCP and EUS are not always accessible and 
are sometimes contraindicated; thus, the experience of medical teams with the 
procedures in each workplace and the extensive waiting lists can play a consi-
derable role in the final decision for its use either as a diagnostic or as an aid in 
addition to fulfilling its therapeutic role. 

Most data in the literature generally suggest very good positive predictive val-
ues (PPV) and negative (NPV) for the MRCP, respectively. However, Srinivasa 
et al. [46] selectively evaluated the use of this diagnostic modality in patients 
admitted to the hospital with gallstone pancreatitis and found a significant 
number of false negative results in patients who had ERCP follow-up. In their 
work, they questioned the ability of MRCP to detect choledocholithiasis in the 
context of gallstone pancreatitis because its sensitivity is reduced to 62% [46]. 

Aydelotte [47] found that a negative MRCP was assumed to be truly negative, 
but that this was not the case at his institution. A negative test was not actually 
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much better than chance (54% NPV).  
Acute biliary pancreatitis tends to recur especially if the cause that triggers it 

persists [48] [49]. For cases that present a mild form, the ideal is to perform a 
cholecystectomy during the initial hospitalization [34] [50]. 

This may not always be possible, however, either due to clinical factors, pa-
tient preference, or limited resources of the surgical wards [51] [52] [53]; thus, 
many patients are discharged and referred for rehospitalization for cholecys-
tectomy. This can take a long time or is simply not done. UK studies have re-
ported that up to one third of patients do not receive any treatment within a year 
after discharge from hospital [14] [51]. Indeed, our figures show that at the end 
of a long follow-up (average 105 months), 17.8% of the patients had not yet been 
treated surgically (Table 2). 

The prevalence of stones in the common bile duct can change over time. Pa-
tients without stones on admission may have them at the time of surgery be-
cause the migration of small stones and biliary sludge from the gallbladder to the 
common bile duct can occur just before the operation or even during surgical 
manipulation of the gallbladder [19] [20] [21] [22] [23]. 

The role of ERCP with ES as an early intervention in acute biliary pancreatitis 
has been controversial for years. The potential benefit of early decompression of 
the biliopancreatic system has been compared with the risks associated with 
ERCP and ES [53] [54] [55] [56]. 

In patients with acute biliary pancreatitis, ES can be performed as an early in-
tervention to remove retained stones in the bile duct or as prophylactic treat-
ment to prevent recurrent biliary events [7]. It is also useful to avoid recurrence 
in patients with cholelithiasis. It is not suitable for surgery [27] or in those in 
whom the cholecystectomy is not performed during the initial hospitalization. 
The risk of recurrent acute biliary pancreatitis is significant even if there are no 
stones in the bile duct; thus, some sites recommend performing an ES [53] [54] 
[55] [56]. 

Our suggest that ES allows the waiting period between the acute attack and 
cholecystectomy to be prolonged without increased the risk of recurrence and 
protects the patient from false negative diagnoses and stone migration during 
surgical manipulation of the gallbladder. 

Although existing guidelines recommend conservative management of mild 
gallstone pancreatitis without cholangitis, a fairly large percentage of patients 
undergo endoscopic sphincterotomy as reported in large national studies from 
the United Kingdom and the United States [14] [15] [51] [57] [58]. 

However, it is clear that the number of cholecystectomized patients early after 
mild acute biliary pancreatitis should increase if there was greater efficiency in 
the health systems with a consequent decrease in complications derived from li-
thiasis and the need for an ES. 

In a previous study from our Centre [34], data on ERCP and eventual endos-
copic management in patients with mild acute biliary pancreatitis with gallbladder 
in situ were prospectively analysed. Here, a choledocholithiasis rate of 40.4% was 
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found. In these patients, there were no doubts regarding the indication of an ES. 
The sphincter of Oddi was resected to prevent a new biliary obstruction and the 
possibility of recurrence of acute biliary pancreatitis in the remaining 60% and 
according to the work protocol at the time although no stones were found. We 
concluded that ERCP was a safe and effective method in patients with mild acute 
biliary pancreatitis and gallbladder in situ. In addition, this process allowed for 
laparoscopic cholecystectomy to be performed during the same hospitalization 
in the vast majority of patients. It constituted an alternative to gallbladder re-
moval in patients with high surgical risk.  

Here, all diagnostic or therapeutic procedures were performed by highly expe-
rienced endoscopists. Of the total number of patients who underwent ERCP 
with or without ES (n = 110), only two patients (one from each group (1.8%)) 
presented acute pancreatitis as the only complication. This was mild in the pa-
tient subjected to ES and severe in the patient whose sphincter was not sec-
tioned. Both were discharged in good condition and then uneventfully under-
went a cholecystectomy. 

After patients recovered from the first episode of mild acute biliary pancreati-
tis. Most clinical guidelines recommend performing a cholecystectomy to pre-
vent recurrence of pancreatitis or other complications associated with the pres-
ence of stones such as symptomatic choledocholithiasis, acute cholecystitis, ob-
structive jaundice, and cholangitis [28] [43]. After cholecystectomy, the risk of 
recurrence of acute biliary pancreatitis is similar to that of the general popula-
tion [17]. Others describe recurrence rates of 13% to 17% [40] [41]. Such re-
lapses have been attributed to bile duct lithiasis [14] [15]. 

van Greenen et al. [55] searched Pub Med for observational studies and clini-
cal (comparative) trials published in English on the topic of recurrent acute bi-
liary pancreatitis and other complications of gallstones after the initial attack. 
This study concluded that cholecystectomy combined with ES was the most ef-
fective treatment to reduce the incidence of recurrent attacks.  

Another author suggested that patients admitted for pancreatitis should be 
cholecystectomized as soon as possible or be prioritized onto a waiting list. Fail-
ing this, an alternative to surgery could be endoscopic retrograde cholangiopan-
creatography with sphincterotomy in selected cases [56]. Non-randomized stu-
dies evaluating the effect of cholecystectomy and additional ES in patients with 
pancreatitis show contradictory results [21]. However, a 2006 publication [27] 
recommended submitting patients to a cholecystectomy plus ERCP to prevent 
recurrence in patients with acute biliary pancreatitis. 

On the other hand, a more recent large-scale study used data from more than 
5000 patients and showed that cholecystectomy and ES offer the best long-term 
outcome for preventing recurrent biliary pancreatitis [29]. This work empha-
sized that prospective randomized clinical trials are needed to compare the 
long-term results of ES plus cholecystectomy with cholecystectomy alone [7] 
[59]. To the best of our knowledge, this report is the first to meet these conditions 
and confirm with long-term results the data found by other non-randomized 
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studies [55] [56]. 
The aim of our study was to prospectively and randomly compare the long-term 

results of acute biliary pancreatitis treatment in patients without bile duct stones 
treated by cholecystectomy and ES versus simple cholecystectomy in the preven-
tion of acute biliary pancreatitis recurrence and other biliary events. 

With or without gallbladder in situ, the 53 patients in Group I (100%) evolved 
without biliopancreatic complications, but only 42/48 (87.5%) of those in Group 
II did so (p = 0.0096). In the latter, 6 (12.5%) were complicated, and 5 had no 
cholecystectomy.  

When comparing the evolution of the groups according to the recurrence of 
pancreatitis, the patients who underwent an ES did not have recurrence, but it 
appeared in 4/48 (8.3%) of those without sphincterotomy. This difference was 
close to the limit, but reached a statistically significant difference (p = 0.0476) 
(Table 5). 

Our study is the first prospective randomized report one in the literature with 
long-term follow-up. This confirms, what was found by other non-randomized 
studies with short follow-up [53] [54] [55] [56] [59], that risk of recurrence is 
significant in patients with mild acute biliary pancreatitis, without bile duct 
stones, and in whom cholecystectomy is not performed; thus, an ES is recom-
mended. 

Finally, some groups have suggested that performing ES during initial admis-
sion can reduce the risk of recurrent pancreatitis, but not reduce the risk of other 
biliary complications [13] [30]. The results of our study support this last state-
ment. Indeed, the patients who underwent an ES did not develop this type of 
morbidity when comparing the evolution of the groups according to the presen-
tation of biliary complications; however, this appeared in 8.3% of those without 
sphincterotomy. This difference was not statistically significant (Table 4). 
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