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the differences between these observational data 
sets might provide insights to further refine en-
doscopic-harvesting techniques. We look forward 
to seeing these data published in the peer-reviewed 
literature.

Our analysis has identified an important po-
tential area for quality improvement in cardiac 
surgery, and further observational and random-
ized evaluations are called for. The medical com-
munity and regulatory agencies should continu-
ally assess whether technological changes in 
medical devices should be implemented only 
after an analysis of randomized outcome data or 
can be implemented on the basis of observa-
tional or anecdotal information. Data collected 
in professional registries3 and more efficient clini-
cal trials should enable us to reduce the substan-
tial uncertainty that currently exists regarding 
the balance of benefit and risk of many thera-
pies.4 Further research on endoscopic harvesting 
should focus on improving the technique so that 
patients can benefit from the short-term advan-

tages without any detriment to long-term clini-
cal outcomes.
Renato D. Lopes, M.D., Ph.D. 
John H. Alexander, M.D., M.H.S.
Duke Clinical Research Institute 
Durham, NC 
john.h.alexander@duke.edu

T. Bruce Ferguson, M.D.
East Carolina University 
Greenville, NC

Alexander JH, Hafley G, Harrington RA, et al. Efficacy and 1. 
safety of edifoligide, an E2F transcription factor decoy, for pre-
vention of vein graft failure following coronary artery bypass 
graft surgery. JAMA 2005;294:2446-54.

Allen KB, Heimansohn DA, Robison RJ, Schier JJ, Griffith 2. 
GL, Fitzgerald EB. Influence of endoscopic versus traditional 
saphenectomy on event-free survival: five-year follow-up of a 
prospective randomized trial. Heart Surg Forum 2003;6:E143-
E145.

STS Adult Cardiac Surgery Database. Chicago: Society of 3. 
Thoracic Surgeons, 2008. (Accessed October 15, 2009, at http://
www.sts.org/documents/pdf/ndb/2008_Harvest2_Executive-
Summary.pdf.)

Tricoci P, Allen JM, Kramer JM, Califf RM, Smith SC Jr. Sci-4. 
entific evidence underlying the ACC/AHA clinical practice guide-
lines. JAMA 2009;301:831-41. [Erratum, JAMA 2009;301:1544.]

Perioperative Safety and Bariatric Surgery

To the Editor: Flum and colleagues (July 30 
issue)1 report on the Longitudinal Assessment of 
Bariatric Surgery (LABS) consortium study 
(LABS-1) in which the rate of the composite ad-
verse outcome by 30 days after bariatric surgery 
was greater among the patients who underwent 
laparoscopic Roux-en-Y gastric bypass than 
among the patients who underwent laparoscopic 
adjustable gastric banding, after controlling for 
coexisting conditions. However, there is a poten-
tial for confounding by indication inherent in 
nonrandomized studies. Given the beneficial ef-
fects of Roux-en-Y gastric bypass on the remission 
of diabetes, patients with more severe diabetes are 
probably more likely to undergo Roux-en-Y gas-
tric bypass than laparoscopic adjustable gastric 
banding. The mechanism of adjustment for dia-
betes in this study seems vulnerable to residual 
confounding by indication (or, as some authors 
have suggested, “confounding by severity”2). The 
stratum of “insulin use” encompasses a wide 
range of diabetes severity, and among patients 

receiving insulin, those with more severe diabe-
tes may be more likely to undergo Roux-en-Y gas-
tric bypass than laparoscopic adjustable gastric 
banding. Given the important role that glycemic 
control plays in determining postoperative 
outcomes,3 both investigators and the medical 
community should be cautious in interpreting 
these results as representing inherent risks of the 
procedures themselves.
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To the Editor: Flum et al. report a low 30-day 
perioperative rate of death (0.3%) among patients 
undergoing bariatric surgery. The composite end 
point of the study was death, deep-vein thrombo-
sis or venous thromboembolism, reintervention, 
or failure to be discharged by 30 days after sur-
gery. Patients with obesity are at significant risk 
for the development of coronary artery disease,1 
possibly due, in part, to the increased prevalence 
of concomitant risk factors for atherosclerosis 
(such as hypertension, dyslipidemia, and diabe-
tes mellitus) in this population. Therefore, it 
would be of interest to know the prevalence of 
cardiac end points, particularly myocardial in-
farction and heart failure, during the periopera-
tive period in this patient population. Second, it 
would be important to know whether there were 
any differences in these events between patients 
undergoing gastric banding and those undergo-
ing a Roux-en-Y gastric bypass procedure. This 
information would be of benefit for physicians 
and patients when considering the safety of bar-
iatric surgery and would help in the selection of 
the differing available techniques.
Sanjeev Bhattacharyya, M.B., Ch.B., M.R.C.P. 
Sam Kaddoura, B.M., B.Ch., Ph.D.
Chelsea and Westminster Hospital 
London, United Kingdom 
sam.kaddoura@chelwest.nhs.uk

Manson JE, Colditz GA, Stampfer MJ, et al. A prospective 1. 
study of obesity and risk of coronary heart disease in women.  
N Engl J Med 1990;322:882-9.

The author replies: The aim of LABS-1 was to 
characterize early postoperative safety events in 
bariatric surgery by describing the outcome and 
by exploring the relationship of these events to 
patient characteristics. Vetter and colleagues ap-
propriately note that nonrandomized studies such 
as LABS-1 have the potential of bias due to con-
founding, including confounding by indication. 
Our results show that patients undergoing differ-
ing operations have a mixed-risk profile; some 
higher-risk characteristics were more common in 
patients who underwent the more invasive proce-
dure (Roux-en-Y gastric bypass), whereas other 

characteristics were more common among those 
who had the less invasive procedure (laparoscop-
ic adjustable gastric banding). Multivariable re-
gression was used to account for these differ-
ences. Vetter et al. note that patients with more 
severe diabetes might have been more likely to 
undergo Roux-en-Y gastric bypass than laparo-
scopic adjustable gastric banding, and adjusting 
for the severity of diabetes by adjusting for insu-
lin use might not have been adequate. Although 
we found no significant difference (P = 0.11) in 
the percentage of patients with diabetes who re-
ceived insulin and underwent Roux-en-Y gastric 
bypass (83%) as compared with those who did 
not (79%), we agree that confounding remains a 
possibility. We feel that LABS-1 contributes to the 
literature on the safety of bariatric surgery as a rig-
orous multicenter study describing rates and gener-
ating hypotheses about associations. It is not our 
intention to overinterpret the results, and we trust 
that the discerning reader will also avoid this.

Bhattacharyya and Kaddoura inquire about the 
prevalence of cardiac end points after bariatric 
surgery. Of the 15 deaths among the 4776 pa-
tients assessed, 13 were associated with a known 
cause and 4 were due to cardiac events (2 myo-
cardial infarctions, 1 cardiac failure, and 1 car-
diomyopathy or fatal arrhythmia). Although 
LABS-1 did not explicitly focus on cardiac end 
points (there were too few events to conduct a 
proper statistical analysis), a substudy of the com-
prehensive health outcomes of approximately 2500 
patients undergoing bariatric surgery (LABS-2) 
is under way and addresses this issue. LABS-2 
also includes functional metrics, longer-term safe-
ty outcomes, weight-loss durability, patient-report-
ed outcomes and quality of life, and information 
about health care utilization. The LABS study was 
recently extended to increase longitudinal fol-
low-up, and we look forward to sharing informa-
tion as it develops over the next several years.
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