
PEER REVIEW HISTORY 

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) Framing of research question using the PICOT format in randomized 
controlled trials of venous ulcer disease: a protocol for a systematic 
survey of the literature 

AUTHORS Abbade, Luciana ; Wang, Mei; Sriganesh, Kamath; Mbuagbaw, 
Lawrence; Thabane, Lehana 

 

VERSION 1 - REVIEW 

REVIEWER Magali Rezende de Carvalho 
Universidade Federal Fluminense - Brazil 

REVIEW RETURNED 06-Jul-2016 

 

GENERAL COMMENTS I was wondering why limit RCTs only to the English language and 
Why not include more databases in the process, as Embase and 
Cochrane Central. 

 

REVIEWER Barbara Pieper 
Country WayneState University,  
Detroit Mi 

REVIEW RETURNED 21-Jul-2016 

 

GENERAL COMMENTS 1. There is a disconnection between the title and the abstract. The 
title states this is a protocol  
 
and the abstract states this is a study. The authors need to decide if 
this is a study (which it  
 
is not) or a literature review.  
 
2. The paper is written in future tense (will) this makes the paper 
awkward to read and does  
 
not match a literature search. The paper needs to be edited to 
remove all future tense. If  
 
this is a literature review that has not been done, it should not be 
submitted for review. I  
 
think the authors wrote this paper for a course and did not edit it for 
manuscript  
 
submission. This paper lists 5 authors; it is difficult to believe that 
none of the 4 co-authors  
 
edited this paper before submission. This raises the ethical question 

 on M
ay 16, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2016-013175 on 11 N

ovem
ber 2016. D

ow
nloaded from

 

http://bmjopen.bmj.com/site/about/resources/checklist.pdf
http://bmjopen.bmj.com/


if these 4 co-authors  
 
even saw the paper before submission.  
 
3. I do not understand placement of the strengths and limitations 
under the abstract unless  
 
this is a journal requirement.  
 
4. In the introduction, the first 4 paragraphs are 1-2 sentences. 
These paragraphs need to be  
 
developed.  
 
5. Hypotheses do not match a literature review.  
 
6. The introduction states the literature review will be done about 
venous ulcers yet the paper  
 
does not present evidence tables about venous ulcers or have a 
table that rates every article  
 
by the PICOT method.  
 
7. Table 1 presents how many RCTs are needed, but again on what. 
Would this number be  
 
needed for broad review of literature or focused review of literature? 
What if only 4 PICOT  
 
components are present? Or 3?  

 

REVIEWER Beth L. Elias, PhD, MS 
Virginia Commonwealth University School of Nursing  
USA 

REVIEW RETURNED 08-Aug-2016 

 

GENERAL COMMENTS The authors protocol speaks to the need for the formulation of 
effective and answerable research questions. The PICOT, in it's 
current form, is a means to lend rigor to this process. As such it can 
be a valuable tool for those taking the first steps towards this goal. 
However, as the authors note the PICOT is rarely used. Hopefully 
work such as this can promote the PICOT as an tool that can be 
used to ensure that time and effort in research trials ends well.  
 
I have the following recommendations, aside from general editing for 
clarity and wording.  
 
1. Search of Evidence: Recommend that the authors add CINAHL to 
the databases they search. Given that leg ulcers are often managed 
by advanced practice nurses and other members of the healthcare 
team, this database will provide access to a wider range of nursing 
and allied health professional journals.  
 
2. Statistical Analyses: GEE adjustments are being made to 
determine the factors associated with adequate question 
formulation. Factors are listed but no explanation or justification for 
their inclusion is given. Why are these factors listed, what evidence 
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is there for including them and excluding others? In particular the 
statistical significance of the trial results. Some trails would see that 
a condition get no worse rather than significantly improve. In some 
cases that is a desired outcome. Perhaps the better factor would be 
to look to see if the research question was answered.  
 
3. Editing needed for publishing in English. This can be done by the 
journal if this work is accepted. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

 

Please leave your comments for the authors below  

 

I was wondering why limit RCTs only to the English language and Why not include more databases in 

the process, as Embase and Cochrane Central.  

Response: This was not a systematic review but a protocol for a systematic survey. Therefore, we will 

focus only on one database and RCTs published in English. This is not meant to be an exhaustive 

search of the literature, but rather a survey of a particular medical domain (venous ulcers) over a 

given time-frame to assess how the PICOT format is used to frame research questions and its impact 

on overall reporting of trials in this field.  

 

Reviewer: 2  

Please leave your comments for the authors below  

 

1. There is a disconnection between the title and the abstract. The title states this is a protocol and 

the abstract states this is a study. The authors need to decide if this is a study (which it is not) or a 

literature review.  

Response: We thank the reviewer for the observation. This is a protocol for a systematic survey of the 

literature. We have revised the title and abstract to reflect this.  

 

 

2. The paper is written in future tense (will) this makes the paper awkward to read and does not match 

a literature search. The paper needs to be edited to remove all future tense. If this is a literature 

review that has not been done, it should not be submitted for review. I think the authors wrote this 

paper for a course and did not edit it for manuscript submission. This paper lists 5 authors; it is difficult 

to believe that none of the 4 co-authors edited this paper before submission. This raises the ethical 

question if these 4 co-authors even saw the paper before submission.  

Response: It was written in future tense because this is a protocol for our future systematic survey. All 

authors had exhaustive participation in putting together the protocol or plan for the study as described 

in author’s contributions. BMJ Open publishes planned or ongoing research in the form of protocols.  

 

3. I do not understand placement of the strengths and limitations under the abstract unless this is a 

journal requirement.  

Response: This is a journal requirement.  

 

4. In the introduction, the first 4 paragraphs are 1-2 sentences. These paragraphs need to be 

developed.  

Response: we have tried to improve this section by adding some more depth to the content. The 

changes have been made in the manuscript. Please, see the first three paragraphs in the introduction.  

 

5. Hypotheses do not match a literature review.  
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Response: Our hypotheses are based on our objectives and are supported by some previous studies. 

We have added these references to the manuscript. We have checked the references to ensure that 

accurate citations correspond to each hypothesis. Please, see the hypotheses section.  

 

6. The introduction states the literature review will be done about venous ulcers yet the paper does 

not present evidence tables about venous ulcers or have a table that rates every article by the PICOT 

method.  

Response: As this is a protocol, we don’t have the results yet.  

 

7. Table 1 presents how many RCTs are needed, but again on what. Would this number be needed 

for broad review of literature or focused review of literature? What if only 4 PICOT components are 

present? Or 3?  

Response: As stated in the inclusion criteria of our manuscript, we will analyze RCTs of a therapeutic 

intervention for venous ulcers. The sample size was determined based on the primary objective of 

estimating the proportion of studies that have adequately reported all 5 PICOT elements using a 95% 

confidence interval. We assume that not all studies will report all 5 PICOT elements. The sample size 

estimation represents the number of studies we need to evaluate to detect if 15-30% of the studies 

report all 5 items. A range of sample size values are presented. This has been clarified in the 

statistical analysis section.  

 

 

Reviewer: 3  

 

 

I have the following recommendations, aside from general editing for clarity and wording.  

 

1. Search of Evidence: Recommend that the authors add CINAHL to the databases they search. 

Given that leg ulcers are often managed by advanced practice nurses and other members of the 

healthcare team, this database will provide access to a wider range of nursing and allied health 

professional journals.  

Response: As this study is a systematic survey and not a systematic review, we will focus only on one 

database, which should have sufficient articles to use for our analyses.  

 

2. Statistical Analyses: GEE adjustments are being made to determine the factors associated with 

adequate question formulation. Factors are listed but no explanation or justification for their inclusion 

is given. Why are these factors listed, what evidence is there for including them and excluding others? 

In particular the statistical significance of the trial results. Some trails would see that a condition get 

no worse rather than significantly improve. In some cases that is a desired outcome. Perhaps the 

better factor would be to look to see if the research question was answered.  

Response: The factors were chosen based on findings in the literature. We have now provided 

detailed descriptions justifying our choice of factors with appropriate sources cited. Please, see the 

hypotheses section.  

 

3. Editing needed for publishing in English. This can be done by the journal if this work is accepted.  

Response: Thank you for your suggestion. This new version the English was edited. 
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