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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.   

 

ARTICLE DETAILS 

TITLE (PROVISIONAL) Migration and head penetration of Vitamin-E diffused cemented 
polyethylene cup compared to standard cemented cup in total hip 
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Thomas; Muren, Olav; Bodén, Henrik; Salemyr, Mats 

 

VERSION 1 - REVIEW 

REVIEWER Hugo van der Veen 
Department of Orthopaedic Surgery  
University Medical Center Groningen  
The Netherlands 

REVIEW RETURNED 28-Dec-2015 

 

GENERAL COMMENTS In the introduction section, the authors state vitamin E in PE 
theoretically affects cemented fixation due to its oily consistency. Do 
the authors have data supporting this hypothesis? I suggest this 
theory could be easily investigated by testing the surface properties 
(contact angles for example) of both compared PE's. Or does the PE 
release vitamin E in time?  
 
Regarding study limitations: small study size is mentioned under the 
header 'strengths and limitations'. I suppose as a limitation? 
However, regarding the author's sample size calculation it should be 
large enough to assess the primary outcome. Or is it a limitation 
because the study size restricts the secondary outcome 
interpretation? If so, why not include a larger group of patients?  

 

REVIEWER Bart Pijls 
Dept Orthopaedics, Leiden University Medical Center 

REVIEW RETURNED 25-Mar-2016 

 

GENERAL COMMENTS This is a solid study protocol for a RSA study on a relevant topic in 
THA that includes all  
the state of the art bells and whistles of both RSA and RCTs. The  
writing is clear and straightforward. The references are up to date. I 
have only one remark regarding the statistical analysis:  
 
The authors should consider using a mixed model analysis for this 
repeated measures design that will no doubt have some missing 
observations. See also: PMID: 20183464. 
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VERSION 1 – AUTHOR RESPONSE 

Reviewer 1:  

 

In the introduction section, the authors state vitamin E in PE theoretically affects cemented fixation 

due to its oily consistency. Do the authors have data supporting this hypothesis?  

 

Answer:; No We do not. The only data that exists are pull-out tests (unpublished) from the 

manufacturer of the implant. We agree that the sentence only confuses and it has been removed both 

from Intro and Abstract.  

 

Regarding study limitations: small study size is mentioned under the header 'strengths and 

limitations'. I suppose as a limitation? However, regarding the author's sample size calculation it 

should be large enough to assess the primary outcome. Or is it a limitation because the study size 

restricts the secondary outcome interpretation? If so, why not include a larger group of patients?  

 

Answer: Also good comment, although the study size is small for a RCT, it is perfectly adequate for 

answering our primary endpoint; we removed this sentence as a weakness.  

 

Reviewer: 2  

 

The authors should consider using a mixed model analysis for this repeated measures design that will 

no doubt have some missing observations. See also: PMID: 20183464.  

 

Answer: Thank you for this suggestion, we have conferred with the institutions statistician who is 

reluctant to implement this change; no change to manuscript, but I will consider this for the next trial 

that starts soon on another subject  

 

Olof Sköldenberg, Prof, Dept Clinical sciences, Danderyds sjukhus, Karolinska Institute, Sweden 

 

VERSION 2 – REVIEW 

REVIEWER Hugo C. van der Veen 
University Medical Center Groningen, University of Groningen, the 
Netherlands 

REVIEW RETURNED 25-Apr-2016 

 

GENERAL COMMENTS Well-designed and interesting study. Looking forward to the results.  
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