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Body: 26-Dec-2017  

 

Dear Mr. Naudet:  

 

Manuscript ID BMJ.2017.041198.R1 entitled "Data sharing and re-analysis for 

randomised controlled trials in leading biomedical journals with a full 

data-sharing policy: a survey of studies published in The BMJ and PLOS Medicine" 

which you submitted to BMJ,  

 

 

Thank you for sending us your paper. We are pleased to say that we would like to 

publish it in the BMJ as long you are willing and able to revise your paper as 

explained below in the reviewer's comments. We are provisionally offering 

acceptance but will make the final decision when we see the revised version. The 

comments from the reviewers and general requirements for submission are 

available at the end of this letter.  

 

We are looking forward to reading the revised manuscript and, we hope, making 

a final acceptance decision.  

 

 

Please note that the BMJ might choose to shorten content or replace or re-size 

images for the print issue.  

 

 

 

 

*** PLEASE NOTE: This is a two-step process. After clicking on the link, you will 

be directed to a webpage to confirm. ***  

 

https://mc.manuscriptcentral.com/bmj?URL_MASK=345a8ec259844e05a54fc0c7

7a0f2fdf  

 

 

Yours sincerely  

 

 

Tiago Villanueva  

Associate Editor  

tvillanueva@bmj.com,  

 

 

 

 

** Comments from the external peer reviewers**  

 

 

REFEREE  COMMENTS  

 

Reviewer: 1  

 

Recommendation:  

 

Comments:  

Statistical Review  

 



Data sharing and re-analysis for randomised controlled trials in leading 

biomedical journals with a full data-sharing policy: a survey of studies published 

in The BMJ and PLOS Medicine  

 

BMJ.2017. 041198.R1  

 

1) The authors have appropriately addressed the comments of the editorial 

board and reviewers.  However, their edits have led to some poorly worded and 

unnecessarily repetitive text. Notably:  

 

• There is unnecessary repetition between the introduction lines 206-208 

and eligibility criteria lines 230-233.  

 

• The first strengths and weaknesses paragraph is internally repetitive on 

two issues – industry funding and trial size.  Please review and rewrite.  

 

• Lines 541-3 do not read well.  Please review and rewrite.  

 

2) Can you please change the date format that you have used in this paper 

to one which is unambiguous: 2016-11-12 – is this 11th December of 12th 

November?  

 

3) The authors have not drawn on some important papers from the UK in 

their manuscript.   The extensive UK network of clinical trials units have 

discussed and piloted these issues. Their findings are reported in the three 

articles attached below.   I would encourage the authors to take detailed note of 

these articles, as they provide many good suggestions which need to be 

incorporated in the authors’ Table 3 in this article, and that should be considered 

in the discussion.  

 

a) Tudur Smith C,  Hopkins C,  Sydes MR,  Woolfall K,  Clarke M,  Murray G 

and  Williamson P. How should individual participant data (IPD) from publicly 

funded clinical trials be shared? BMC Medicine 2015 13:298 

https://doi.org/10.1186/s12916-015-0532-z  

 

Background - Individual participant data (IPD) from completed clinical trials 

should be responsibly shared to support efficient clinical research, generate new 

knowledge and bring benefit to patients. The Medical Research Council (MRC) 

Hubs for Trials Methodology Research (HTMR) has developed guidance to 

facilitate the sharing of IPD from publicly funded clinical trials.  

Methods - Development of the guidance was completed over four phases which 

included a focussed review of policy documents, a web-based survey of the UK 

Clinical Research Collaboration (CRC) Registered Clinical Trials Units (CTU) 

Network, participation of an expert committee and an open consultation with the 

UKCRC Registered CTU Network. The project was funded by the MRC HTMR 

(MR/L004933/1-R39).  

Results - Good practice principles include: (i) the use of a controlled access 

approach, using a transparent and robust system to review requests and provide 

secure data access; (ii) seeking consent for sharing IPD from trial participants in 

all future clinical trials with adequate assurance that patient privacy and 

confidentiality can be maintained; and (iii) establishing an approach to resource 

the sharing of IPD which would include support from trial funders, sponsor 

organisations and users of IPD. The guidance has been endorsed by Cancer 

Research UK, MRC Methodology Research Programme Advisory Group, Wellcome 

Trust and the Executive Group of the UKCRC Registered CTU Network. The 

National Institute for Health Research (NIHR) has confirmed it is supportive of 

the application of this guidance.  



Conclusions - Implementation of these principles will improve transparency, 

increase the coherent sharing of IPD from publicly funded trials, and help publicly 

funded trials to adhere to trial funder and journal requirements for data sharing.  

 

b) Sydes MR, Johnson AL, Meredith SK, Rauchenberger M, South A, Parmar 

MK. Sharing data from clinical trials: the rationale for a controlled access 

approach. Trials. 2015;16:104. https://doi.org/10.1186/s13063-015-0604-6  

 

Background - The move towards increased transparency around clinical trials is 

welcome. Much focus has been on under-reporting of trials and access to 

individual patient data to allow independent verification of findings. There are 

many other good reasons for data sharing from clinical trials. We describe some 

key issues in data sharing, including the challenges of open access to data. These 

include issues in consent and disclosure; risks in identification, including 

self-identification; risks in distorting data to prevent self-identification; and risks 

in analysis. These risks have led us to develop a controlled access policy, which 

safeguards the rights of patients entered in our trials, guards the intellectual 

property rights of the original researchers who designed the trial and collected 

the data, provides a barrier against unnecessary duplication, and ensures that 

researchers have the necessary resources and skills to analyse the data.  

Methods - We briefly discuss the practicalities of our current approach to data 

sharing, including ensuring that data are discoverable and how to deal with old 

studies. We describe data sharing activities at the MRC Clinical Trials Unit.  

Results - One hundred and three data sharing activities were logged from 2012 to 

2014 from external and internal applicants. The motivations are varied, but none 

have been for replication of the primary results.  

Conclusions - For any request to share data, we note the important role of 

independent reviewers as well as reviewers who know the study well, and 

present some of the key questions that all reviewers should ask when deciding 

whether a request is reasonable. We consider the responsibilities of all parties. 

We highlight the potential for opportunity costs. Clinical trial data should be 

shared for reasonable requests but there are many practical issues that must be 

explicitly considered.  

 

c) Hopkins C, Sydes M, Murray G, Woolfall K, Clarke M, Williamson P, et al. 

UK publicly-funded Clinical Trials Units supported a controlled access approach to 

share individual participant data but highlighted concerns. J Clin Epidemiol. 2015. 

doi: 10.1016/j.jclinepi.2015.07.002.  

 

Objectives - Evaluate current data sharing activities of UK publicly funded Clinical 

Trial Units (CTUs) and identify good practices and barriers.  

Study Design and Setting- Web-based survey of Directors of 45 UK Clinical 

Research Collaboration (UKCRC)–registered CTUs.  

Results- Twenty-three (51%) CTUs responded: Five (22%) of these had an 

established data sharing policy and eight (35%) specifically requested consent to 

use patient data beyond the scope of the original trial. Fifteen (65%) CTUs had 

received requests for data, and seven (30%) had made external requests for 

data in the previous 12 months. CTUs supported the need for increased data 

sharing activities although concerns were raised about patient identification, 

misuse of data, and financial burden. Custodianship of clinical trial data and 

requirements for a CTU to align its policy to their parent institutes were also 

raised. No CTUs supported the use of an open access model for data sharing.  

Conclusion- There is support within the publicly funded UKCRC-registered CTUs 

for data sharing, but many perceived barriers remain. CTUs are currently using a 

variety of approaches and procedures for sharing data. This survey has informed 

further work, including development of guidance for publicly funded CTUs, to 

promote good practice and facilitate data sharing.  



 

 

 

 

Additional Questions:  

Please enter your name: Prof Jon Deeks  

 

Job Title: Professor of Biostatistics  

 

Institution: University of Birmingham  

 

Reimbursement for attending a symposium?: No  

 

A fee for speaking?: No  

 

A fee for organising education?: No  

 

Funds for research?: No  

 

Funds for a member of staff?: No  

 

Fees for consulting?: No  

 

Have you in the past five years been employed by an organisation that may  

in any way gain or lose financially from the publication of this paper?: No  

 

Do you hold any stocks or shares in an organisation that may in any way  

gain or lose financially from the publication of this paper?: No  

 

If you have any competing interests <A 

HREF='http://www.bmj.com/about-bmj/resources-authors/forms-policies-and-ch

ecklists/declaration-competing-interests'target='_new'> (please see BMJ policy) 

</a>please declare them here:  

 

 

Reviewer: 2  

 

Recommendation:  

 

Comments:  

Thank you for the opportunity to provide an additional review of this manuscript. 

The current draft of the manuscript is considerably improved. The authors have 

provided detailed and thorough responses to all of the previous questions and 

concerns outlined by the editors and reviewers. I have a few additional 

comments, both in response to the changes and some points that I did not 

previously mention.  

 

 

I agree that the authors should not change their pre-registered plan and look at 

non-primary outcomes. Although interesting and important, this would be beyond 

the scope of the project. I also believe that the qualitative part of the paper 

provides an interesting and important example of the barriers encountered.  

 

 

1. Page 29: Thank you for creating Table 3, it is very helpful. A few 

thoughts:  

 



- Instead of “find funding for data sharing” it might be better to say “seek” 

funding? The word “find” may be unrealistic, however, authors could seek out 

funding.  

 

 

- Should the column heading be “suggested solutions for various stakeholders” 

instead of suggested solution for various stakeholders”?  

 

 

- In the final row of table 3, perhaps mention greater adherence to reporting 

guidelines for researchers and oversight from reviewers and journals?  

 

 

Abstract  

 

2. Page 4, Line 124:  

 

In the Conclusion, the authors state: “Data availability was not optimal even in 

journals with a strong policy for data sharing”. However, this makes it seem like 

there is a comparison between journals with and without a strong policy. Perhaps 

the sentence should not include the word “even”: “Data availability was not 

optimal in two journals with a strong…”  

 

3. Page 5, Line 133:  

 

The authors state that the “ICMJE mandate sharing plan to be include in each 

paper.” It might be necessary to rephrase. Readers could assume that the ICMJE 

has authority and oversight and can enforce data sharing at all journals.  

 

4. Page 6, Line 143: Please see comment # 1 above.  

 

5. Page 6, Line 146:  

 

The authors state “However, there re-analyses used data at a very mature 

analytical stage. Exploring the impact of data processing, coding, cleaning and 

re-categorization of events on the results requires further researchers”. Is this 

part a primary findings/what the study adds? After reading the paper, this does 

not seem like one of the three main takeaway points.  

 

 

6. I would like to thank the authors for updating the introduction. I have a 

few additional questions/thoughts:  

 

- Line 157: The authors may want to consider opening with an overview of the 

benefits of data-sharing, what is currently know about data sharing (brief), and 

then talk about the importance to researchers, patients, etc.  

 

 

- The jump from the opening sentence to “value of medical care increases when 

people waste less time pursuing wrong claims” does not feel natural. Does one 

initial finding that is not verified in a second study become a ‘wrong claim’? It 

seems like it is the accumulation of evidence that is important? In particular, that 

the value of medical research which can inform clinical practice increases when 

there is greater transparency and the opportunity for external researchers to 

re-analyze, synthesize, or build upon previous data.  

 

 



- Line 163: I wonder if it is necessary to briefly state who ICMJE is?  

 

 

Discussion  

 

Page 15, Line 420:  

 

Is the word “strict” too strong? The word “strict” almost implies enforcement. 

This also appears to be the first use of the word "strict". I believe the word 

“stronger”, which is used earlier, may be more appropriate?  

 

 

Page 15, Line 424:  

 

The authors state: “However, despite being lower than might be expected, a 46% 

data sharing rate is much higher than the average rate of biomedical literature at 

large, in which data sharing is almost non-existent17”. Although the authors 

provided rationale for 80% in their initial response to the reviewers, this sentence 

could be clarified by including the word “we” or the word “desirable”  

 

“However, despite being lower than what we expected, a 46% data sharing rate 

is much higher than the average rate of biomedical literature at large, in which 

data sharing is almost non-existent17”  

 

or  

 

“However, despite being lower than might be desirable, a 46% data sharing rate 

is much higher than the average rate of biomedical literature at large, in which 

data sharing is almost non-existent17”  

 

Page 15, Line 248: The authors may want to change don’t to “do not”  

 

Page 19, Line 547:  

 

The authors state that “The ICJME’s requirements adopted in 2017 mandate that 

a data sharing plan will have to be included in each paper (and pre-specified in 

study registration).8 Our results suggest that this not likely to be sufficient to 

achieve high rates of data sharing”. This current study focused on data sharing 

among 2 journals with stronger requirements and it did not evaluate the impact 

of data sharing plans. The implications related to data sharing instead of data 

plans should likely come first? Then the authors could consider discussing the 

broader implications – that data sharing statements may also not be sufficient.  

 

Page 20, Line 587:  

 

Would a concluding sentence about the study findings be appropriate at the end 

of this manuscript.  

 

 

 

Additional Questions:  

Please enter your name: Joshua David Wallach  

 

Job Title: Postdoctoral fellow  

 

Institution: Yale University (Collaboration for Research Integrity and 

Transparency)  



 

Reimbursement for attending a symposium?: No  

 

A fee for speaking?: No  

 

A fee for organising education?: No  

 

Funds for research?: No  

 

Funds for a member of staff?: No  

 

Fees for consulting?: No  

 

Have you in the past five years been employed by an organisation that may  

in any way gain or lose financially from the publication of this paper?: No  

 

Do you hold any stocks or shares in an organisation that may in any way  

gain or lose financially from the publication of this paper?: No  

 

If you have any competing interests <A 

HREF='http://www.bmj.com/about-bmj/resources-authors/forms-policies-and-ch

ecklists/declaration-competing-interests'target='_new'> (please see BMJ policy) 

</a>please declare them here: The corresponding author, Dr. John Ioannidis, 

was my PhD advisor at Stanford University until December 2016. Until December 

2016, I was a researcher at the Meta-Research Innovation Center at Stanford 

and Drs. Naudet, Janiaud, Cristea, and Fanelli were my colleagues.  

 

 

Reviewer: 3  

 

Recommendation:  

 

Comments:  

Manuscript ID BMJ.2017.041198.R1 entitled "Data sharing and re-analysis for 

randomised controlled trials in leading biomedical journals with a full 

data-sharing policy: a survey of studies published in The BMJ and PLOS Medicine"  

 

1. I read the comments from The BMJ Manuscript Committee, as well as 

from the three other peer reviewers, and I found all their comments to be 

interesting and significant. I wish I had thought of some of these comments.  

 

2. I was especially interested in the discussion in the Committee about the 

role of The BMJ in ‘enforcing’ the data sharing policy. I think the authors in the 

revision have adequately addressed this issue.  

 

3. Also, I was interested in Reviewer 3’s discussion of replication versus 

reproducibility. (The authors corrected this issue with the note to Table 2.) 

Another useful reference here (albeit in the context of observational studies) is 

Peng RD, Dominici F, Zeger SL. Reproducible Epidemiologic Research. Am J 

Epidemiol 2006; 163:783-789. It may be that, going forward, there should a 

broad discussion of the best terminology in this area, but I think such a 

discussion is beyond the scope of this manuscript. Perhaps The BMJ might 

consider publishing an Editors at large piece on this topic.  

 

4. I read the revised manuscript and informally checked it against the other 

comments from the Committee and peer reviewers that I thought needed to be 



addressed. It seems to me that the authors revised the manuscript in ways that 

adequately address all these comments.  

 

5. As I said in my original review, I think this study is original, reliable, and 

important for policymakers, trialists, and medical journal editors. The revisions 

made by the authors only confirm my view in these regards.  

 

 

James Dabney Miller, J.D., M.P.H.  

Johns Hopkins Bloomberg School of Public Health  

Department of Health Policy & Management  

Baltimore, Maryland U.S.A.  

Jmill165@jhu.edu  

(mobile) 410-458-5445  

 

 

Additional Questions:  

Please enter your name: James Dabney Miller  

 

Job Title: Senior Associate  

 

Institution: Johns Hopkins Bloomberg School of Public Health  

 

Reimbursement for attending a symposium?: No  

 

A fee for speaking?: No  

 

A fee for organising education?: No  

 

Funds for research?: Yes  

 

Funds for a member of staff?: No  

 

Fees for consulting?: No  

 

Have you in the past five years been employed by an organisation that may  

in any way gain or lose financially from the publication of this paper?: No  

 

Do you hold any stocks or shares in an organisation that may in any way  

gain or lose financially from the publication of this paper?: No  

 

If you have any competing interests <A 

HREF='http://www.bmj.com/about-bmj/resources-authors/forms-policies-and-ch

ecklists/declaration-competing-interests'target='_new'> (please see BMJ policy) 

</a>please declare them here: Funding from the Laura and John Arnold 

Foundation  

 

 

 

"Please remember that the author list and order was finalised upon initial 

submission. The BMJ has an open peer review process. Reviewers and editors 

know the names of a paper's authors and are able to judge the work in light of 

the authors' conflicts of interest. If authors are added or removed after the 

evaluation is done, that process is subverted. We reserve the right to require the 

formation of an authorship group when there are a large number of authors"  

 

 



 

 

 

   

 


