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Using MAUDE data to reveal blind spots in the literature
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Problem / Question

Frequency of laparoscopic adjustable gastric banding complications as 

reported in the MAUDE database, and how it compares to the current 

literature. Is there under-reporting in the MAUDE database?

Introduction

Materials and Methods

Results

Complication
% of total events 

reported in MAUDE

% reported in the 

literature

Faulty device (fluid leak, 

tubing issues)
52.9 % 2.58 – 6.5% 

Erosion 8.6 % 0.9 – 3.9% 

Device Slippage 8.1 % 5 % 

Failure to lose weight 5.5 % 16 – 62% 

Deaths 0.47 % 0.51% 

Conclusion

Although LABGs were introduced into the market as a relatively simple and safe

intervention, over the last 10 years we found nearly 3500 reported adverse

events in the MAUDE database ranging from regurgitation to death. However,

when compared to current literature, our data suggests possible underreporting

of these complications in the literature when compared to the MAUDE database.

This urges us to encourage adverse event reporting to promote device quality

control and prevention of adverse events. As more events are reported, future

research should move towards establishing guidelines for long term surveillance

and possible early removal of the device before severe complications occur.
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We performed a retrospective review of the Manufacturer and User Facility

Device Experience (MAUDE) database, searching for all reported post-operative

adverse events after LAGB from 2011 to 2021 that lead to re-operation. Our

initial search included 3498 reported complications or malfunctions after LAGB.

After excluding adverse events that were not clearly explained, we analyzed

3246 entries. We compared our results to other peer reviewed published articles

describing the complications after LAGB.
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At the turn of the century, there is ample literature to prove the durability of

weight loss with bariatric surgery over medical management alone. Since the

1990s, laparoscopic adjustable gastric bands gained popularity due to their early

weight loss with low rates of postoperative complications. Initial studies

confirmed that LAGB was a safe bariatric procedure; but has been supplanted

due to concerns of complications and efficacy. The purpose of this study is to

examine the frequency of the different post-operative complications and device

malfunction after LAGB leading to re-operation and deficiencies in reporting.

1. Shen, Xiaojun, M.D., Ph.D, Zhang, Xin, M.D., Ph.D, Bi, Jianwei, M.D., Ph.D,

et al. Long-term complications requiring reoperations after laparoscopic

adjustable gastric banding: a systematic review. Surgery for obesity and

related diseases. 2015;11(4):956-64.

2. Jennings NA, Boyle M, Mahawar K, Balupuri S, et al. Revisional

laparoscopic Roux-en-Y gastric bypass following failed laparoscopic

adjustable gastric banding. Obesity surgery. 2013 Jul;23(7):947-52.

3. Mellert LT, Cheung M, Berbiglia L, Shoemaker AA, et al. Reoperations for

Long-Term Complications Following Laparoscopic Adjustable Gastric

Banding: Analysis of Incidence and Causality. Curēus (Palo Alto, CA). 2020

May 14,;12(5):e8127.

4. Gagner M, Milone L, Yung E, Broseus A, Gumbs AA. Causes of early

mortality after laparoscopic adjustable gastric banding. J Am Coll Surg. 2008

Apr;206(4):664-9. doi: 10.1016/j.jamcollsurg.2007.11.014. Epub 2008 Jan

28. PMID: 18387472.


