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BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to 

complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and 

are provided with free text boxes to elaborate on their assessment. These free text comments are 

reproduced below.   
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VERSION 1 - REVIEW 

REVIEWER Ahmad Elsharydah, MD, MBA 
University of Texas Southwestern Medical Center at Dallas, Texas, 
USA. 

REVIEW RETURNED 10-Mar-2016 

 

GENERAL COMMENTS This is a well-written and comprehensive protocol for an important 
study. Post-operative falls increase morbidity, healthcare cost and 
may lead to re-admission. My comments:  
1. I did not see in the protocol any controlling for the type of surgery. 
I think there is a significant relationship between the type of surgery 
and the risk of post-operative falls. Some surgeries may help to 
decrease post-operative falls and some other may increase the risk 
of post-operative falls. For example, if a patient with significant 
lumbar spinal stenosis preoperatively and he/she has difficulty 
ambulating before the surgery which may lead to pre-operative falls, 
after a successful back surgery may walk better in few months with 
improvement in ambulation and possibly decrease in in the risk of 
falls after the surgery and vice versa. Excluding surgeries with 
significant effect on pre-operative and post-operative ambulation 
may solve this problem; however, this may lead to significant 
decrease in the sample size.  
2. I believe there too many outcomes to be studied and this may 
lead to distraction and difficulty in the analysis because many of 
those outcomes are related and interlinked. In my opinion, studying 
one or two outcomes would make the conclusion is clear and more 
helpful from practical standpoint. 

 

REVIEWER Manny Sethi 
Vanderbilt 

REVIEW RETURNED 26-Mar-2016 

 

GENERAL COMMENTS I think this is an excellent proposal/study. Very difficult problem. 
Authors seem aware of the limitations   
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VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

Ahmad Elsharydah, MD, MBA  

University of Texas Southwestern Medical Center at Dallas, Texas, USA.  

 

This is a well-written and comprehensive protocol for an important study. Post-operative falls increase 

morbidity, healthcare cost and may lead to re-admission. My comments:  

1. I did not see in the protocol any controlling for the type of surgery. I think there is a significant 

relationship between the type of surgery and the risk of post-operative falls. Some surgeries may help 

to decrease post-operative falls and some other may increase the risk of post-operative falls. For 

example, if a patient with significant lumbar spinal stenosis preoperatively and he/she has difficulty 

ambulating before the surgery which may lead to pre-operative falls, after a successful back surgery 

may walk better in few months with improvement in ambulation and possibly decrease in in the risk of 

falls after the surgery and vice versa. Excluding surgeries with significant effect on pre-operative and 

post-operative ambulation may solve this problem; however, this may lead to significant decrease in 

the sample size.  

 

R: The reviewer raises an important concern about controlling for type of surgery—one that we spent 

a great deal of time considering ourselves. We agree that excluding surgeries with significant effects 

on falls would create an unacceptably large reduction in sample size. In some ways, each type of 

surgery has its own set of unique factors that may prevent or predispose to falls, so this problem 

really cannot be avoided unless studying each surgery type separately. Since our goal is to examine 

falls in the total surgical population, this solution is not feasible. Controlling for surgery type in the 

model is also impractical since there are hundreds of different surgeries. Appropriate statistical 

models can only accommodate one variable for every ten outcome events. Given the number of fall 

events in our sample, the model cannot accommodate any additional variables after controlling for the 

other necessary confounders. In the end, we decided to address these issues using two approaches. 

First, we proposed to examine the fall percentages and rates stratified by surgery type so that the 

association between falls and each surgery type could be delineated. Second, we planned to use the 

“cardiac risk” variable in all models. This variable represents procedure-specific, patient-independent 

risk. We included this variable as a proxy for surgical risk, thinking that higher-risk surgeries might 

predispose to falls and other outcomes. We hope the reviewers find these solutions agreeable.  

 

2. I believe there too many outcomes to be studied and this may lead to distraction and difficulty in the 

analysis because many of those outcomes are related and interlinked. In my opinion, studying one or 

two outcomes would make the conclusion is clear and more helpful from practical standpoint.  

 

R: We agree that studying five outcomes is ambitious for one study. For many of the same reasons 

expressed by the reviewer, we considered removing some of the outcomes during the study design 

phase. In the end, we felt that each outcome had its own important place in the study. The main focus 

of this paper is postoperative falls, and for that reason, we made postoperative falls the primary 

endpoint. Functional dependence and quality of life are also important secondary outcomes, 

especially given growing trends to focus on patient-centered outcomes and our recent findings that 

falls are associated with preoperative functional dependence and quality of life. While complications 

and readmission have been studied in one previous report, that study was limited by its small size and 

restricted population (male, over age 65, undergoing cardiac or colorectal surgery). With our large 

sample size and unselected surgical population, our study is uniquely poised to replicate and 

generalize these findings. Given growing trends to reproduce research findings, we felt this aim was 

important as well. To account for the multiple hypotheses tested in this paper, we reduced the 

threshold for statistical significance to alpha=0.01.  

 

The reviewer also makes an excellent point about the potential relationship among the outcomes. We 
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considered this point as well. For example, complications after discharge are strongly linked to (and 

often the cause for) hospital readmission. For that reason, we studied in-hospital complications rather 

than all postoperative complications. It is possible that the other outcomes may be related in some 

ways. However, our literature review for each outcome did not reveal any evidence to support this. 

Therefore, we do not anticipate any practical or analytic difficulties.  

 

Reviewer: 2  

Manny Sethi  

Vanderbilt  

 

I think this is an excellent proposal/study. Very difficult problem. Authors seem aware of the limitations  

 

R: We thank the reviewer for this kind evaluation. 

 

VERSION 2 – REVIEW 

REVIEWER Ahmad Elsharydah, MD, MBA 
University of Texas Southwestern Medical Center-Dallas, Texas, 
USA. 

REVIEW RETURNED 25-May-2016 

 

GENERAL COMMENTS None of my previous comments was taking into consideration. I still 
believe the suggested changes would improve this study.  
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