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COLOPROCTOLOGIE 

Uitbreiden leidt niet tot verbetering  

Extended Versus Standard Complete Mesocolon Excision in Sigmoid Colon Cancer. A Multicenter 

Randomized Controlled Trial 

Planellas, Pere; Marinello, Franco; Elorza, Garazi; Golda, Thomas; Farrés, Ramon; Espín-Basany, 

Eloy; Enríquez-Navascués, Jose Mari; Kreisler, Esther; Cornejo, Lídia; Codina-Cazador, Antoni 

Annals of Surgery: February 2022 - Volume 275 - Issue 2 - p 271-280 

PubMed ID: 34417367 

 

Objective: The aim of this study was to evaluate whether extended complete mesocolic excision 

(e-CME) for sigmoid colon cancer improves oncological outcomes without compromising morbidity 

or functional results. 

Background: In surgery for cancer of the sigmoid colon and upper rectum, s-CME removes the 

lymphofatty tissue surrounding the inferior mesenteric artery (IMA), but not the lymphofatty tissue 

surrounding the portion of the inferior mesenteric vein that does not run parallel to the IMA. 

Evidence about the safety and efficacy of extending CME to include this tissue is lacking. 

Methods: This single-blind study randomized sigmoid cancer patients at 4 centers to undergo e-

CME or s-CME. The primary outcome was the total number of lymph nodes harvested. Secondary 

outcomes included disease-free and overall survival at 2 years, morbidity, and bowel and 

genitourinary function. Clinicaltrials.gov: NCT03107650. 

Results: We analyzed 93 patients (46 e-CME and 47 s-CME). Perioperative outcomes were similar 

between groups. No differences between groups were found in the total number of lymph nodes 

harvested [21 (interquartile range, IQR, 14–29) in e-CME vs 20 (IQR, 15–27) in s-CME, P = 0.873], 

morbidity (P = 0.829), disease-free survival (P = 0.926), or overall survival (P = 0.564). The 

extended specimen yielded a median of 1 lymph node (range, 0–6), none of which were positive. 

Bowel function recovery was similar between arms at all timepoints. Males undergoing e-CME had 

worse recovery of urinary function (P = 0.026). 

Conclusion: Extending lymphadenectomy to include the IMV territory did not increase the number 

of lymph nodes or improve local recurrence or survival rates. 
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Figuur 1. Disease-free and overall survival according to study group. A, DFS, calculated as the 

time from colonic surgery to tumour local or distance recurrence; and (B) overall survival (OS), 

calculated as the time from colonic surgery to death from any cause. 
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Afwachtend beleid ook bij jongere ouderen  

Watch and wait after a clinical complete response in rectal cancer patients younger than 50 years 

Renu R. Bahadoer, Koen C. M. J. Peeters, Geerard L. Beets, Nuno L. Figueiredo, Esther 

Bastiaannet, Alexander Vahrmeijer, Sofieke J. D. Temmink, W. M. Elma Meershoek-Klein 

Kranenbarg, Annet G. H. Roodvoets, Angelita Habr-Gama, Rodrigo O. Perez, Cornelis J. H. van 

de Velde, Denise E. Hilling, the International Watch & Wait Database Consortium (IWWD) 

British Journal of Surgery, Volume 109, Issue 1, January 2022, Pages 114–120 

PubMed ID: 34738104 

 

Background: Young-onset rectal cancer, in patients less than 50 years, is expected to increase in 

the coming years. A watch-and-wait strategy is nowadays increasingly practised in patients with a 

clinical complete response (cCR) after neoadjuvant treatment. Nevertheless, there may be 

reluctance to offer organ preservation treatment to young patients owing to a potentially higher 

oncological risk. This study compared patients aged less than 50 years with those aged 50 years 

or more to identify possible differences in oncological outcomes of watch and wait. 

Methods: The study analysed data from patients with a cCR after neoadjuvant therapy in whom 

surgery was omitted, registered in the retrospective-prospective, multicentre International Watch & 

Wait Database (IWWD). 

Results: In the IWWD, 1552 patients met the inclusion criteria, of whom 199 (12.8 per cent) were 

aged less than 50 years. Patients younger than 50 years had a higher T category of disease at 

diagnosis (P = 0.011). The disease-specific survival rate at 3 years was 98 (95 per cent c.i. 93 to 

99) per cent in this group, compared with 97 (95 to 98) per cent in patients aged over 50 years 

(hazard ratio (HR) 1.67, 95 per cent c.i. 0.76 to 3.64; P = 0.199). The cumulative probability of local 

regrowth at 3 years was 24 (95 per cent c.i. 18 to 31) per cent in patients less than 50 years and 

26 (23 to 29) per cent among those aged 50 years or more (HR 1.09, 0.79 to 1.49; P = 0.603). Both 

groups had a cumulative probability of distant metastases of 10 per cent at 3 years (HR 1.00, 0.62 

to 1.62; P = 0.998). 

Conclusion: There is no additional oncological risk in young patients compared with their older 

counterparts when following a watch-and-wait strategy after a cCR. In light of a shared decision-

making process, watch and wait should be also be discussed with young patients who have a cCR 

after neoadjuvant treatment. 
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UPPER GI 

Kwaliteit in kaart brengen is key 
Lasting Symptoms After Esophageal Resection (LASER). European Multicenter Cross-sectional 

Study 

Markar, Sheraz R.; Zaninotto, Giovanni; Castoro, Carlo; Johar, Asif; Lagergren, Pernilla; Elliott, 

Jessie A.; Gisbertz, Suzanne S.; Mariette, Christophe; Alfieri, Rita; Huddy, Jeremy; Sounderajah, 

Viknesh; Pinto, Eleonora; Scarpa, Marco; Klevebro, Fredrik; Sunde, Berit; Murphy, Conor F.; 

Greene, Christine; Ravi, Narayanasamy; Piessen, Guillaume; Brenkman, Hylke; Ruurda, Jelle P.; 

Van Hillegersberg, Richard; Lagarde, Sjoerd; Wijnhoven, Bas; Pera, Manuel; Roig, José; Castro, 

Sandra; Matthijsen, Robert; Findlay, John; Antonowicz, Stefan; Maynard, Nick; McCormack, Orla; 

Ariyarathenam, Arun; Sanders, Grant; Cheong, Edward; Jaunoo, Shameen; Allum, William; Van 

Lanschot, Jan; Nilsson, Magnus; Reynolds, John V.; Henegouwen, Mark I. van Berge; Hanna, 

George B. 

Annals of Surgery: February 2022 - Volume 275 - Issue 2 - p e392-e400  

PMID: 32404661 

 

 

Objective: To identify the most prevalent symptoms and those with greatest impact upon health-

related quality of life (HRQOL) among esophageal cancer survivors. 

Background: Long-term symptom burden after esophagectomy, and associations with HRQOL, 

are poorly understood. 

Patients and methods: Between 2010 and 2016, patients from 20 European Centers who 

underwent esophageal cancer surgery, and were disease-free at least 1 year postoperatively were 

asked to complete LASER, EORTC-QLQ-C30, and QLQ-OG25 questionnaires. Specific symptom 

questionnaire items that were associated with poor HRQOL as identified by EORTC QLQ-C30 and 

QLQ-OG25 were identified by multivariable regression analysis and combined to form a tool. 

Results: A total of 876 of 1081 invited patients responded to the questionnaire, giving a response 

rate of 81%. Of these, 66.9% stated in the last 6 months they had symptoms associated with their 

esophagectomy. Ongoing weight loss was reported by 10.4% of patients, and only 13.8% returned 

to work with the same activities.Three LASER symptoms were correlated with poor HRQOL on 

multivariable analysis; pain on scars on chest (odds ratio (OR) 1.27; 95% CI 0.97-1.65), low mood 

(OR 1.42; 95% CI 1.15-1.77) and reduced energy or activity tolerance (OR 1.37; 95% CI 1.18-

1.59). The areas under the curves for the development and validation datasets were 0.81 ± 0.02 

and 0.82 ± 0.09 respectively. 

Conclusion: Two-thirds of patients experience significant symptoms more than 1 year after 

surgery. The 3 key symptoms associated with poor HRQOL identified in this study should be further 

validated, and could be used in clinical practice to identify patients who require increased support. 
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Figuur 2. A, Receiver operating characteristics curve for the accuracy of the LASER tool (3 
symptoms—pain from scars on chest, low mood and reduced energy or activity tolerance) in 
identifying patients with poor HRQOL (development dataset)—area under the curve 0.81 ± 0.02. B, 
Receiver operating characteristics curve for the accuracy of the LASER tool (3 symptoms—pain 
from scars on chest, low mood, and reduced energy or activity tolerance) in identifying patients with 
poor HRQOL (validation dataset)—area under the curve 0.82 ± 0.09. 
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Kijken, kijken en wél kopen 

Laparoscopic vs Open Distal Gastrectomy for Locally Advanced Gastric Cancer: Five-Year 

Outcomes From the CLASS-01 Randomized Clinical Trial 

Changming Huang; Hao Liu; Yanfeng Hu; Yihong Sun; Xiangqian Su; Hui Cao; Jiankun Hu; Kuan 

Wang; Jian Suo; Kaixiong Tao; Xianli He; Hongbo Wei; Mingang Ying; Weiguo Hu; Xiaohui Du; 

Jiang Yu; Chaohui Zheng; Fenglin Liu; Ziyu Li; Gang Zhao; Jiachen Zhang; Pingyan Chen; Guoxin 

Li; for the Chinese Laparoscopic Gastrointestinal Surgery Study (CLASS) Group 

PubMed ID: 34668963 

 

Importance: It is not clear whether laparoscopic and open distal gastrectomy produce similar 

outcomes among patients with locally advanced gastric cancer. Data from a multicenter, 

randomized clinical trial (Chinese Laparoscopic Gastrointestinal Surgical Study [CLASS]–01) 

showed that laparoscopic distal gastrectomy did not result in inferior disease-free survival at 3 years 

compared with open distal gastrectomy. 

Objective: To report 5-year overall survival data from the CLASS-01 trial of laparoscopic vs open 

distal gastrectomy among patients with locally advanced gastric cancer. 

Design, Setting, and Patients: This was a noninferiority, open-label, randomized clinical trial 

conducted at 14 centers in China. A total of 1056 eligible patients with clinical stage T2, T3, or T4a 

gastric cancer without bulky nodes or distant metastases were enrolled from September 12, 2012, 

to December 3, 2014. Final follow-up was on December 31, 2019. 

Interventions  Participants were randomized in a 1:1 ratio after stratification by site, age, cancer 

stage, and histologic features to undergo either laparoscopic distal gastrectomy (n = 528) or open 

distal gastrectomy (n = 528) with D2 lymphadenectomy. 

Main Outcomes and Measures: The 5-year overall survival rates were updated to compare 

laparoscopic distal gastrectomy with open distal gastrectomy. All analyses were performed on an 

intention-to-treat basis. In addition, per-protocol and as-treated analyses were performed for overall 

survival. 

Results: Data from 1039 patients (726 men [69.9%]; mean [SD] age, 56.2 [10.7] years) who 

received curative therapy were analyzed. At 5 years, the overall survival rates were 72.6% in the 

laparoscopic distal gastrectomy group and 76.3% in the open distal gastrectomy group (log-rank 

P = .19; hazard ratio, 1.17; 95% CI, 0.93-1.48; P = .19). After comparison for competing risk events, 

gastric cancer–related deaths (hazard ratio, 1.14; 95% CI, 0.87-1.49; P = .34) and deaths from 

other causes (hazard ratio, 1.23; 95% CI, 0.74-2.05; P = .42) did not differ significantly between 

groups. Overall rates of survival did not differ significantly between groups with each tumor stage. 

Conclusions and Relevance: This study found that laparoscopic distal gastrectomy with D2 

lymphadenectomy performed by experienced surgeons in high-volume specialized institutions 

resulted in similar 5-year overall survival compared with open distal gastrectomy among patients 

with locally advanced gastric cancer. 
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Figuur 3. A, Patients with all stages of cancer. B, Patients with TNM stage I cancer. C, Patients 

with TNM stage II cancer. D, Patients with TNM stage III cancer. E, Restricted mean survival time 

(RMST) in the LDG group. F, RMST in the ODG group. 
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HPB 

Slechtere uitkomsten in patiënten die een veneuze 

segmentresectie ondergingen tijdens 

pancreaticoduodenectomie 
Venous wedge and segment resection during pancreatoduodenectomy for pancreatic cancer: 

impact on short- and long-term outcomes in a nationwide cohort analysis 

Jesse V. Groen, Nynke Michiels, Stijn van Roessel, Marc G. Besselink, Koop Bosscha, Olivier R. 

Busch, Ronald van Dam, Casper H. J. van Eijck, Bas Groot Koerkamp, Erwin van der Harst, Ignace 

H. de Hingh, Tom M. Karsten, Daan J. Lips, Vincent E. de Meijer, Isaac Q. Molenaar, Vincent B. 

Nieuwenhuijs, Daphne Roos, Hjalmar C. van Santvoort, Jan H. Wijsman, Fennie Wit, Babs M. 

Zonderhuis, Judith de Vos-Geelen, Martin N. Wasser, Bert A Bonsing, Martijn W. J. Stommel, J. 

Sven D. Mieog, for the Dutch Pancreatic Cancer Group 

British Journal of Surgery, Volume 109, Issue 1, January 2022, Pages 96–104 

PubMed ID: 34791069 

 

Background Venous resection of the superior mesenteric or portal vein is increasingly performed 

in pancreatic cancer surgery, whereas results of studies on short- and long-term outcomes are 

contradictory. The aim of this study was to evaluate the impact of the type of venous resection in 

pancreatoduodenectomy for pancreatic cancer on postoperative morbidity and overall survival. 

Methods This nationwide retrospective cohort study included all patients who underwent 

pancreatoduodenectomy for pancreatic cancer in 18 centres (2013–2017).  

Results A total of 1311 patients were included, of whom 17 per cent underwent wedge resection 

and 10 per cent segmental resection. Patients with segmental resection had higher rates of major 

morbidity (39 versus 20 versus 23 per cent, respectively; P < 0.001) and portal or superior 

mesenteric vein thrombosis (18 versus 5 versus 1 per cent, respectively; P < 0.001) and worse 

overall survival (median 12 versus 16 versus 20 months, respectively; P < 0.001), compared to 

patients with wedge resection and those without venous resection. Multivariable analysis showed 

patients with segmental resection, but not those who had wedge resection, had higher rates of 

major morbidity (odds ratio = 1.93, 95 per cent c.i. 1.20 to 3.11) and worse overall survival (hazard 

ratio = 1.40, 95 per cent c.i. 1.10 to 1.78), compared to patients without venous resection. Among 

patients who received neoadjuvant therapy, there was no difference in overall survival among 

patients with segmental and wedge resection and those without venous resection (median 32 

versus 25 versus 33 months, respectively; P = 0.470), although there was a difference in major 

morbidity rates (52 versus 19 versus 21 per cent, respectively; P = 0.012).  

Conclusion In pancreatic surgery, the short- and long-term outcomes are worse in patients with 

venous segmental resection, compared to patients with wedge resection and those without venous 

resection. 
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Figure 1. Major morbidity (Clavien–Dindo grade ≥ III), postoperative mortality, and portal vein–

superior mesenteric vein thrombosis after pancreatoduodenectomy for pancreatic cancer by 

category of venous resection 

 

 

 
 

Figuur 4. Kaplan–Meier curves of overall survival after pancreatoduodenectomy for pancreatic 

cancer by category of venous resection 
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Een betere voorspeller voor overleving na chirurgie 

bij pancreascarcinoom: de PANAMA-score   

A Combination of Biochemical and Pathological Parameters Improves Prediction of Postresection 

Survival After Preoperative Chemotherapy in Pancreatic Cancer. The PANAMA-score  

Hank, Thomas; Sandini, Marta; Ferrone, Cristina R.; Ryan, David P.; Mino-Kenudson, Mari; Qadan, 

Motaz; Wo, Jennifer Y.; Klaiber, Ulla; Weekes, Colin D.; Weniger, Maximilian; Hinz, Ulf; Harrison, 

Jon M.; Heckler, Max; Warshaw, Andrew L.; Hong, Theodore S.; Hackert, Thilo; Clark, Jeffrey W.; 

Büchler, Markus W.; Lillemoe, Keith D.; Strobel, Oliver; Castillo, Carlos Fernández-del  

Annals of Surgery: February 2022 - Volume 275 - Issue 2 - p 391-397 

PubMed ID: 32649455 

 

Objective To build a prognostic score for patients with primary chemotherapy undergoing surgery 

for pancreatic cancer based on pathological parameters and preoperative Carbohydrate antigen 

19-9 (CA19-9) levels. 

Background Prognostic stratification after primary chemotherapy for pancreatic cancer is 

challenging and prediction models, such as the AJCC staging system, lack validation in the setting 

of preoperative chemotherapy. 

Methods Patients with primary chemotherapy resected at the Massachusetts General Hospital 

between 2007 and 2017 were analyzed. Tumor characteristics independently associated with 

overall survival were identified and weighted by Cox-proportional regression. The pancreatic 

neoadjuvant Massachusetts-score (PANAMA-score) was computed from these variables and its 

performance assessed by Harrel concordance index and area under the receiving characteristics 

curves analysis. Comparisons were made with the AJCC staging system and external validation 

was performed in an independent cohort with primary chemotherapy from Heidelberg, Germany.  

Results A total of 216 patients constituted the training cohort. The multivariate analysis 

demonstrated tumor size, number of positive lymph-nodes, R-status, and high CA19-9 to be 

independently associated with overall survival. Kaplan-Meier analysis according to low, 

intermediate, and high PANAMA-score showed good discriminatory power of the new metrics (P < 

0.001). The median overall survival for the three risk-groups was 45, 27, and 12 months, 

respectively. External validation in 258 patients confirmed the prognostic ability of the score and 

demonstrated better accuracy compared with the AJCC staging system. 

Conclusion The proposed PANAMA-score, based on independent predictors of postresection 

survival, including pathologic variables and CA19-9, not only provides better discrimination 

compared to the AJCC staging system, but also identifies patients at high-risk for early death.   
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Tabel 1. Point assignments for the PANAMA-score 

 

 
Figuur 5. Prognostic accuracy of the PANAMA-score and the AJCC staging system. Time-

dependent area under the receiver operating curves (AUC) demonstrating the predictive ability of 

the PANAMA-score (blue) and the AJCC-staging system (red) for 2-yr overall survival in the 

training cohort. AJCC indicates American Joint Committee on Cancer; PANAMA-score, pancreatic 

neoadjuvant Massachusetts-score. 
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LEVERCHIRURGIE 

Al is de dokter nog zo dom, hij heeft altijd prednison 

Preoperative Single-dose Methylprednisolone Prevents Surgical Site Infections After Major Liver 

Resection. A Randomized Controlled Trial  

Bressan, Alexsander K.; Isherwood, Susan; Bathe, Oliver F.; Dixon, Elijah; Sutherland, Francis R.; 

Ball, Chad G.  

Annals of Surgery: February 2022 - Volume 275 - Issue 2 - p 281-287. 

PubMed ID: 33351452 

 

Objective The primary aim of this study was to evaluate the efficacy of a single preoperative dose 

of methylprednisolone for preventing postoperative complications after major liver resections.  

Summary Background Data  

Hepatic resections are associated with a significant acute systemic inflammatory response. This 

effect subsequently correlates with postoperative morbidity, mortality, and length of recovery. 

Multiple small trials have proposed that the administration of glucocorticoids may modulate this 

effect.  

Methods This study was a parallel, dual-arm, double-blind randomized controlled trial. Adult 

patients undergoing elective major hepatic resection (≥3 segments) at a quaternary care institution 

were included (2013–2019). Patients were randomly assigned to receive a single preoperative 500 

mg dose of methylprednisolone versus placebo. The main outcome measure was postoperative 

complications after liver resection, within 90 days of the index operation. Standard statistical 

methodology was employed (P < 0.05 = significant).  

Results A total of 151 patients who underwent a major hepatic resection were randomized (mean 

age = 62.8 years; 57% male; body-mass-index = 27.9). No significant differences were identified 

between the intervention and control groups (age, sex, body-mass-index, preoperative 

comorbidities, hepatic function, ASA class, portal vein embolization rate) (P > 0.05). Underlying 

hepatic diagnoses included colorectal liver metastases (69%), hepatocellular carcinoma (18%), 

noncolorectal liver metastases (7%), and intrahepatic cholangiocarcinoma (6%). There was a 

significant reduction in the overall incidence of postoperative complications in the 

methylprednisolone group (31.2% vs 47.3%; P = 0.042). Patients in the glucocorticoid group also 

displayed less frequent organ space surgical site infections (6.5% vs 17.6%; P = 0.036), as well as 

a shorter length of hospital stay (8.9 vs 12.5 days; P = 0.015). Postoperative serum bilirubin and 

prothrombin time international normalized ratio (PT-INR) levels were also lower in the steroid group 

(P = 0.03 and 0.04, respectively). Multivariate analysis did not identify any additional significant 

modifying factor relationships (estimated blood loss, duration of surgery, hepatic vascular occlusion 

(rate or duration), portal vein embolization, drain use, etc) (P > 0.05).  

Conclusions A single preoperative dose of methylprednisolone significantly reduces the length of 

hospital stay, postoperative serum bilirubin, and PT-INR, as well as infectious and overall 

complications following major hepatectomy. 
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Tabel 2. Postoperative complications and data by allocation group 
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Chirurgie heeft de voorkeur boven RFA voor recidief 

HCC 
Repeat hepatic resection versus radiofrequency ablation for recurrent hepatocellular carcinoma: 

retrospective multicentre study  

J –H. Zhong, B –C. Xing, W –G. Zhang, A. W –H. Chan, C. C. N. Chong, M. Serenari, N. Peng, T. 

Huang, S –D. Lu, Z –Y. Liang, R –R. Huo, Y –Y. Wang, M. Cescon, T –Q. Liu, L. Li, F –X. Wu, L. 

Ma, M. Ravaioli, J. Neri, A. Cucchetti, P. J. Johnson, L –Q. Li, B –D. Xiang  

British Journal of Surgery, Volume 109, Issue 1, January 2022, Pages 71–78 

PubMed ID: 34643677 

 

Background The therapeutic value of repeat hepatic resection (rHR) or radiofrequency ablation 

(RFA) for recurrent hepatocellular carcinoma (HCC) is unknown. This study aimed to investigate 

the safety and efficacy of rHR or RFA.  

Methods This was a retrospective multicentre study of patients with recurrent HCC within the Milan 

criteria who underwent rHR or RFA at nine university hospitals in China and Italy between January 

2003 and January 2018. Survival after rHR or RFA was examined in unadjusted analyses and after 

propensity score matching (1 : 1).  

Results Of 847 patients included, 307 and 540 underwent rHR and RFA respectively. Median 

overall survival was 73.5 and 67.0 months after rHR and RFA respectively (hazard ratio 1.01 (95 

per cent c.i. 0.81 to 1.26)). Median recurrence-free survival was longer after rHR versus RFA (23.6 

versus 15.2 months; hazard ratio 0.76 (95 per cent c.i. 0.65 to 0.89)). These results were confirmed 

after propensity score matching. RFA was associated with lower morbidity of grade 3 and above 

(0.6 versus 6.2 per cent; P < 0.001) and shorter hospital stay (8.0 versus 3.0 days, P < 0.001) than 

rHR.  

Conclusion rHR was associated with longer recurrence-free survival but not overall survival 

compared with RFA.   
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BARIATRISCHE CHIRURGIE 

Zeer weinig zelfmoord na bariatrische chirurgie, maar 

er bestaan risicogroepen 

Risk Factors for Suicide After Bariatric Surgery in a Population-based Nationwide Study in Five 

Nordic Countries  

Kauppila, Joonas H.; Santoni, Giola; Tao, Wenjing; Lynge, Elsebeth; Jokinen, Jussi; Tryggvadóttir, 

Laufey; Ness-Jensen, Eivind; Pukkala, Eero; von Euler-Chelpin, My; Lagergren, Jesper  

Annals of Surgery: February 2022 - Volume 275 - Issue 2 - p e410-e414 

PubMed ID: 32657942 

 

Objective To identify risk factors for suicide after bariatric surgery.  

Summary background data Bariatric surgery reduces obesity-related mortality. However, it is for 

unclear reasons is associated with an increased risk of suicide.  

Methods This population-based cohort study included patients having undergone bariatric surgery 

in 1982 to 2012 in any of the 5 Nordic countries, with follow-up through 2012. Eleven potential risk 

factors of suicide (sex, age, comorbidity, surgery type, surgical approach, calendar year of surgery, 

history of depression or anxiety, psychosis, schizophrenia, mania, or bipolar disorder, personality 

disorder, substance use, and number of previously documented psychiatric diagnoses) were 

analyzed using Cox regression.  

Results Of 49,977 bariatric surgery patients, 98 (0.2%) committed suicide during follow-up. Women 

had a decreased risk of suicide compared to men (hazard ratio [HR] = 0.48, 95% confidence interval 

[CI] 0.33–0.77), although age and comorbidity did not influence this risk. Compared to gastric 

bypass, other types of bariatric surgery had lower risk of suicide (HR = 0.44, 95%CI 0.27–0.99). 

There was no difference in suicide risk between laparoscopic and open surgical approach. A history 

of depression or anxiety (HR = 6.87, 95%CI 3.97–11.90); mania, bipolar disorder, psychosis, or 

schizophrenia (HR = 2.70, 95%CI 1.14–6.37); and substance use (HR = 2.28, 95%CI 1.08–4.80), 

increased the risk of suicide. More of the above psychiatric diagnoses increased the risk of suicide 

(HR = 22.59, 95%CI 12.96–39.38 for ≥2 compared to 0 diagnoses).  

Conclusions Although the risk of suicide is low, psychiatric disorders, male sex, and gastric bypass 

procedure seem to increase the risk of suicide after bariatric surgery, indicating a role for tailored 

preoperative psychiatric evaluation and postoperative surveillance. 
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OVERIG 

Belangrijke lessen van de havenramp in Beirut 

The Beirut Port Explosion Injuries and Lessons Learned. Results of the Beirut Blast Assessment 

for Surgical Services (BASS) Multicenter Study  

Gebran, Anthony; Abou Khalil, Elissa; El Moheb, Mohamad; Albaini, Obey; El Warea, Mohamad; 

Ibrahim, Rand; Karam, Karin; El Helou, Mohamad Othman; Ramly, Elie P.; El Hechi, Majed; Matar, 

Ayah; Zeineddine, Jana; Dabar, George; Al Hajj, Assem; Abi Saad, George; Hoballah, Jamal; 

Safadi, Bassem; Kaafarani, Haytham M. A. Annals of Surgery: February 2022 - Volume 275 - Issue 

2 - p 398-405  

PubMed ID: 34967201 

 

Objective This multicenter study aims to describe the injury patterns, emergency management and 

outcomes of the blast victims, recognize the gaps in hospital disaster preparedness, and identify 

lessons to be learned. 

Summary Background Data On August 4th, 2020, the city of Beirut, Lebanon suffered the largest 

urban explosion since Hiroshima and Nagasaki, resulting in hundreds of deaths and thousands of 

injuries. 

Methods All injured patients admitted to four of the largest Beirut hospitals within 72 hours of the 

blast, including those who died on arrival or in the emergency department (ED), were included. 

Medical records were systematically reviewed for: patient demographics and comorbidities; injury 

severity and characteristics; prehospital, ED, operative, and inpatient interventions; and outcomes 

at hospital discharge. Lessons learned are also shared. 

Results An estimated total of 1818 patients were included, of which 30 died on arrival or in the ED 

and 315 were admitted to the hospital. Among admitted patients, the mean age was 44.7 years 

(range: 1 week–93 years), 44.4% were female, and the median injury severity score (ISS) was 10 

(5, 17). ISS was inversely related to the distance from the blast epicenter (r = -−0.18, P = 0.035). 

Most injuries involved the upper extremities (53.7%), face (42.2%), and head (40.3%). Mildly injured 

(ISS <9) patients overwhelmed the ED in the first 2 hours; from hour 2 to hour 8 post-injury, the 

number of moderately, severely, and profoundly injured patients increased by 127%, 25% and 17%, 

respectively. A total of 475 operative procedures were performed in 239 patients, most commonly 

soft tissue debridement or repair (119 patients, 49.8%), limb fracture fixation (107, 44.8%), and 

tendon repair (56, 23.4%). A total of 11 patients (3.5%) died during the hospitalization, 56 (17.8%) 

developed at least 1 complication, and 51 (16.2%) were discharged with documented long-term 

disability. Main lessons learned included: the importance of having key hospital functions (eg, 

laboratory, operating room) underground; the nonadaptability of electronic medical records to 

disasters; the ED overwhelming with mild injuries, delay in arrival of the severely injured; and the 

need for realistic disaster drills. 

Conclusions We, therefore, describe the injury patterns, emergency flow and trauma outcome of 

patients injured in the Beirut port explosion. The clinical and system-level lessons learned can help 

prepare for the next disaster. 
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Figure 3. Distribution of (A) all injuries and (B) severe injuries (AIS >2) by body region (N = 315). 

 

 

 
 

Figuur 6. Surge of patients to the hospitals by injury severity score (ISS) within the first 12 hours 

following the blast (N = 146). 
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Hoe heilig is de RCT en welke andere methoden 

hebben we? 

Beyond the RCT: When are Randomized Trials Unnecessary for New Therapeutic Devices, and 

What Should We Do Instead?  

Páez, Arsenio; Rovers, Maroeska; Hutchison, Katrina; Rogers, Wendy; Vasey, Baptiste; McCulloch, 

Peter Annals of Surgery: February 2022 - Volume 275 - Issue 2 - p 324-331  

PMID: 34238815 

 

Objective The aim of this study was to develop an evidence-based framework for evaluation of 

therapeutic devices, based on ethical principles and clinical evidence considerations  

Summary Background Data Nearly all medical products which do not work solely through 

chemical action are regulated as medical devices. Their huge range of purposes, mechanisms of 

action and risks pose challenges for regulation. High-profile implantable device failures have fuelled 

concerns about the level of clinical evidence needed for market approval. Calls for more rigorous 

evaluation lack clarity about what kind of evaluation is appropriate, and are commonly interpreted 

as meaning more randomized controlled trials (RCTs). These are valuable where devices are 

genuinely new and claim to offer measurable therapeutic benefits. Where this is not the case, RCTs 

may be inappropriate and wasteful.  

Methods Starting with a set of ethical principles and basic precepts of clinical epidemiology, we 

developed a sequential decision-making algorithm for identifying when an RCT should be 

performed to evaluate new therapeutic devices, and when other methods, such as observational 

study designs and registry-based approaches, are acceptable.  

Results The algorithm clearly defines a group of devices where an RCT is deemed necessary, and 

the associated framework indicates that an IDEAL 2b study should be the default clinical evaluation 

method where it is not.  

Conclusions The algorithm and recommendations are based on the principles of the IDEAL-D 

framework for medical device evaluation and appear eminently practicable. Their use would create 

a safer system for monitoring innovation, and facilitate more rapid detection of potential hazards to 

patients and the public. 
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