
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) The effect of different financial competing interest statements on 

readers’ perceptions of clinical educational articles: Study protocol 

for a randomised controlled trial 

AUTHORS Schroter, Sara; Pakpoor, Julia; Morris, Julie; Chew, Mabel; Godlee, 
Fiona 

 

VERSION 1 - REVIEW 

REVIEWER Brittany Burda 
Kaiser Permanente Center for Health Research, Portland, OR, 
United States 

REVIEW RETURNED 09-Sep-2015 

 

GENERAL COMMENTS Most of my concerns may be due to the word limit of published 
protocols. First, it was unclear if you are inviting participants first 
than randomizing or vice versa; I would do the former to ensure an 
adequate sample size. Where will the COI statement be in the 
Clinical Reviews (title page, after the references) as COI statements 
may or may not be read, especially if participants have limited time. 
How will you address the potential bias introduced from knowing the 
study is about perceived COI? Will you be directing participants to 
read the entire article to not get them to at least review the COI 
statement but not necessarily make pre-determined judgments 
about the Clinical Review with regards to the COI. Why was the third 
author chosen and not the first; seems like there would be more 
judgment with conflicts with the first author than third (unless the 
third was specifically the "lead" investigator) but you may need to 
make that clearer. The first sentence in your methods looks like 
there are some missing words. A doctoral student recently invited 
over 1400 physicians to SurveyMonkey and only ~160 responded; 
response rates among physicians can be really low. Is there a back-
up plan to improve responses? Otherwise, very interesting study! I 
was planning on tackling a similar topic.  

 

REVIEWER Lisa Bero 
University of Sydney  
Australia 

REVIEW RETURNED 17-Sep-2015 

 

GENERAL COMMENTS It will be very useful to have a RCT addressing this question.  
Abstract and Introduction. Not clear what “more tolerable” would 
mean and hard to measure! Delete. The focus is really on reader’s 
perceptions and that these perceptions may vary with type of 
statement.  
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Although the Introduction references the Lundh review (which is 
currently being updated), this review focuses on bias that has been 
shown in research studies funded by drug companies (not education 
articles). Can you bolster the 4th paragraph of the introduction by 
explaining why education articles might have the same level of bias 
as research articles.. or even more. Not only is there a lack of 
transparency as you point out, but education articles have variable 
and less rigorous methodology than original research articles and 
include (often) a great deal of interpretation. So, they may be even 
more prone to bias.  
Methods  
Sample: I understand using the BMA, but should you say something 
about the demographics of doctors who are in the BMA vs those 
who are not?  
Inclusion / exclusion: I don’t understand the exclusion related to 
“doing private practice”  
Need to explain that the test COI statements vary in terms of level of 
COI – from nothing to extensive.  
From Box B , it seems you are changing the COI statement of one of 
three authors. It would be interesting to see how perceptions were 
affected by having different proportions of authors with extensive 
disclosures. (eg, 3 conflicted authors vs. one)  
Outcome measures – I like these and they are consistent with the 
one used in the other BMJ trials of COI statements.  
It might be useful to have a question on “rigour” of the article. Not a 
true critical appraisal, but whether the reader thinks the articles vary 
in how rigourous or well done they are.  
Also, could be useful to have a question about how “relevant the 
article is to your practice). Although only 2 types of articles will be 
included in the trial and that could limit relevance, industry affiliated 
scholars often argue that there work is more “real world” and 
“applied” than independent academics. 

 

REVIEWER Susan L. Norris 
Oregon Health and Science University  
USA 
 
I have performed research in the area of conflict of interest and 
clinical practice guidelines. I have no competing financial interests 

REVIEW RETURNED 03-Oct-2015 

 

GENERAL COMMENTS This is a very interesting study with a suitable study design. I have 
two minor queries:  
1. Page 4. You plan to exclude doctors listed as doing private 
practice because of the way the data are stored. Can you please 
clarify why private practice physicians will be excluded and what 
effect does this have on the generalizability of your results?  
2. Page 6. Are there other potential confounders than those listed? I 
might think that training in EBM, critical appraisal, epidemiology, etc 
might be a factor  
3. Page 6. Where will the trial be registered?  
4. What are the potential limitations of the study? Please discuss 
along with the challenges.  
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VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

1) First, it was unclear if you are inviting participants first than randomizing or vice versa; I would do 

the former to ensure an adequate sample size.  

 

We did not invite participants first. We have already started recruitment so can’t change this. We 

appreciate that inviting participants first would probably increase response rates, but as we didn’t do 

this for our two previous studies and achieved reasonable response rates we decided against this 

approach.  

 

2) Where will the COI statement be in the Clinical Reviews (title page, after the references) as COI 

statements may or may not be read, especially if participants have limited time.  

 

The COI statements are at the end of the article, before the references. We have added this to the 

methods section.  

 

3) How will you address the potential bias introduced from knowing the study is about perceived COI? 

Will you be directing participants to read the entire article to not get them to at least review the COI 

statement but not necessarily make pre-determined judgments about the Clinical Review with regards 

to the COI.  

 

As it states in the methods, “To avoid biasing participants’ responses, details of the study objectives 

and design will not be given to participants”. We will not mention COIs. Participants will be asked to 

read the review and answer some questions. As the reviews are short, we hope that participants will 

read the articles in full. The COI statements will be in the same place within each of the eight 

permutations.  

 

4) Why was the third author chosen and not the first; seems like there would be more judgment with 

conflicts with the first author than third (unless the third was specifically the "lead" investigator) but 

you may need to make that clearer.  

 

We chose the last author (third) as in medicine this is often the “lead” investigator. We described the 

third author as a Professor (see Box 1). Results will only be generalisable to the impact of various 

COIs attributed to the third/last (and more senior author) as we will not know if the results would differ 

if the author with COIs was the first author, etc. However, it was important to assign the COIs to the 

same author position across the permutations to avoid confounding of authorship order.  

 

5) The first sentence in your methods looks like there are some missing words.  

 

We have added the words “This will be a” ......  

 

6) A doctoral student recently invited over 1400 physicians to SurveyMonkey and only ~160 

responded; response rates among physicians can be really low. Is there a back-up plan to improve 

responses? Otherwise, very interesting study! I was planning on tackling a similar topic.  

 

Our previous surveys were administered by post and yielded response rates of 59%. With a similar 

sampling frame and with more people using the internet and the convenience of responding quickly 

we are hoping to achieve a similar rate. We will send two reminders to non-responders to try to boost 

response rates and have offered an incentive to take part.  

 

Reviewer: 2  

1) Abstract and Introduction. Not clear what “more tolerable” would mean and hard to measure! 
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Delete. The focus is really on reader’s perceptions and that these perceptions may vary with type of 

statement.  

 

We have now deleted this.  

 

2) Although the Introduction references the Lundh review (which is currently being updated), this 

review focuses on bias that has been shown in research studies funded by drug companies (not 

education articles). Can you bolster the 4th paragraph of the introduction by explaining why education 

articles might have the same level of bias as research articles.. or even more. Not only is there a lack 

of transparency as you point out, but education articles have variable and less rigorous methodology 

than original research articles and include (often) a great deal of interpretation. So, they may be even 

more prone to bias.  

 

We have revised paragraph 4.  

 

3) Sample: I understand using the BMA, but should you say something about the demographics of 

doctors who are in the BMA vs those who are not?  

 

The BMA holds details of its members and not of all UK doctors. It does hold some data about doctors 

whose membership has either lapsed or resigned (ie they were once members) and doctors who they 

have basic GMC information for but who have never been BMA members. Data for this non-members 

group is very basic. Generally, non-member data is only updated when the doctors themselves 

update it and as updating information for an Association they are no longer a member of wouldn’t be 

their highest priority, The BMA have advised us that non-member data should be used with caution.  

 

 

4) Inclusion / exclusion: I don’t understand the exclusion related to “doing private practice”  

 

We have tried to make this clearer in the text. In order to meet our other exclusion criteria we had to 

exclude private practice due to the way the data about specialities is captured by the BMA.  

 

 

5) Need to explain that the test COI statements vary in terms of level of COI – from nothing to 

extensive.  

 

We have added this.  

 

6) From Box B , it seems you are changing the COI statement of one of three authors. It would be 

interesting to see how perceptions were affected by having different proportions of authors with 

extensive disclosures. (eg, 3 conflicted authors vs. one)  

 

We agree that this would be interesting to experiment with. However, it was beyond the scope of this 

study as it would have required an even larger sample size.  

 

7) Outcome measures – I like these and they are consistent with the one used in the other BMJ trials 

of COI statements. It might be useful to have a question on “rigour” of the article. Not a true critical 

appraisal, but whether the reader thinks the articles vary in how rigourous or well done they are.  

 

We had already started recruitment when we received these comments so were unable to include an 

item on rigour.  

 

8) Also, could be useful to have a question about how “relevant the article is to your practice).  
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Although only 2 types of articles will be included in the trial and that could limit relevance, industry 

affiliated scholars often argue that there work is more “real world” and “applied” than independent 

academics.  

 

We had already revised the questionnaire before starting recruitment. We have uploaded a revised 

Appendix 1 containing the final questions. Rather than a specific question on relevance, we ask 

whether participants are treating patients with the condition, whether the article recommends practice 

that differs from their current practice, and then how likely they are to change their practice based on 

the article.  

 

Reviewer: 3  

1. Page 4. You plan to exclude doctors listed as doing private practice because of the way the data 

are stored. Can you please clarify why private practice physicians will be excluded and what effect 

does this have on the generalizability of your results?  

 

We have tried to make this clearer in the text. In order to meet our other exclusion criteria we had to 

exclude private practice due to the way the data about specialities is captured by the BMA. This will 

mean the results are only generalisable to doctors not doing private practice, and we do not know if 

doctors doing private practice will be more or less sensitive to COI statements. As we have sampled 

doctors across numerous specialties we hope that we will achieve a representative sample of 

practicing doctors in the NHS.  

 

2. Page 6. Are there other potential confounders than those listed? I might think that training in EBM, 

critical appraisal, epidemiology, etc might be a factor  

 

We will adjust for type of doctor (GP, consultant, or junior doctor), gender, age, and years’ qualified as 

these variables are stored by the BMA. We did not include a question on critical appraisal skills in the 

questionnaire. Adjusting for critical appraisal skills would be more critical if we were asking about 

research articles, but we accept that it could still play a role in how doctors interpret whether there 

was a bias toward industry in clinical education articles.  

 

3. Page 6. Where will the trial be registered?  

 

The trial has now been registered at Clinicaltrials.gov: NCT02548312. We have added the trial 

registration number to the article.  

 

4. What are the potential limitations of the study? Please discuss along with the challenges.  

 

We have added a paragraph on potential study limitations. 

 

VERSION 2 – REVIEW 

REVIEWER Brittany Burda 
Kaiser Permanente Center for Health Research, United States 

REVIEW RETURNED 04-Nov-2015 

 

GENERAL COMMENTS Thank you for addressing my comments. 
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