
10-Nov-2017  

 

Dear Mr. Naudet  

 

Manuscript ID BMJ.2017.041198 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"  

 

 

 

Thank you for sending us your paper. We sent it for external peer review and discussed it at our 

manuscript committee meeting. We recognise its potential importance and relevance to general medical 

readers, but I am afraid that we have not yet been able to reach a final decision on it because several 

important aspects of the work still need clarifying.  

 

We hope very much that you will be willing and able to revise your paper as explained below in the 

report from the manuscript meeting, so that we will be in a better position to understand your study and 

decide whether the BMJ is the right journal for it. We are looking forward to reading the revised version 

and, we hope, reaching a decision.  

 

 

Tiago Villanueva  

Associate Editor  

tvillanueva@bmj.com  

 

*** 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=5f797a635fff4019832b6de63d2fe7e7  

 

 

**Report from The BMJ’s manuscript committee meeting**  

 

These comments are an attempt to summarise the discussions at the manuscript meeting. They are not 

an exact transcript.  

 

Members of the committee were: Elizabeth Loder (chair), Jon Deeks (statistician), Georg Roggla, Wim 

Weber, Jose Merino, John Fletcher, Rubin Minhas, Tiago Villanueva  

 

Decision: Put points  

 

Detailed comments from the meeting:  

 

First, please revise your paper to respond to all of the comments by the reviewers. Their reports are 

available at the end of this letter, below.  

 

Please also respond to these additional comments by the committee:  

 

- Our statistician made the following comments:  

I think that this paper would be of interest to trialists as well as editors.  

Data sharing policy is “on reasonable request”.   This is an important part of the policy, and I think it is 

wrong to claim that it leads to “broken promises”.   It would be debatable in my CTU whether sharing 

data for the purposes of this project constitutes reasonable request.  This project lies outside the 

purpose for which the trial was done and the participants gave consent.  Sharing data is not a cost-free 

exercise (estimate that it takes 1 week of work to prepare the data set and dictionary).   OK if this is 

already done, but not if this is the first contact.  

Where there was no response, who was contacted?  Was investigation of other contacts made?  



Shame that replication was limited to the primary outcome.   Many of our greatest problem stories are 

about other outcomes.  

Figure 2 is about statistical significance not clinical significance as it says in the text.  

Where analyses can’t be repeated to get the treatment effect, were patient numbers and event numbers 

the same?   Is it possible to give a little more information on what was agreed upon and what was 

different?  

Where does the 80% figure come from for expected sharing rate?  

Is there any evidence in a time trend?  Is it getting better over time?  Getting prepared and preplanning 

for data sharing is still in progress in trials units.  Looking at ways of helping them would be good.  

 

- Another editor was supportive because of the topic. He said that in the discussion, you note: “While 

both journals have a strict policy, our results indicate a gap in the enforcement of the policy”, but he 

does not think this is a fair assessment. As we mention in some editorials (see 

http://www.bmj.com/content/345/bmj.e7888?ijkey=80d6c33f2b265c3d93211b8173c569e24921b147&k

eytype2=tf_ipsecsha  and  http://www.bmj.com/content/350/bmj.h2373), as a journal we cannot 

“enforce” the policy. We can simply provide a forum to air any concerns about data sharing. This means 

that we would ask the investigators who unsuccessfully requested data to send us a rapid response for 

the paper, explaining that the authors of the original study did not agree to share the data, and we 

would also allow the authors of the original study to respond. Unless the authors of the paper we are 

now considering went through these channels, he does not think you can conclude that we fail to enforce 

the policy and thus the conclusions should be toned down. He thinks that the wording in the discussion 

could change.  

Moreover, could you please clarify what this registration number means (Open Science Framework 

osf.io/c4zke)?  

Throughout, the title of the journal should be listed as “The BMJ” and not “the BMJ”  

 

- Another editor agrees that the charge about lack of enforcement should be toned down. We do say in 

the editorial that we are not in a strong position to enforce the policy, but even beyond that we could 

only exert some influence if we were notified about the problem.  

 

- Another editor said the paper is targeted mainly at editors, so the authors could explain better why this 

is also of interest to scientists and general readers.  

 

- Several editors were supportive and felt the paper conveys an important message.  

 

 

 

In your response please provide, point by point, your replies to the comments made by the reviewers 

and the editors, explaining how you have dealt with them in the paper.  

 

Comments from Reviewers  

 

Reviewer: 1  

 

Recommendation:  

 

Comments:  

 

 

Manuscript ID BMJ.2017.041198 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 thought this study was original, reliable and important for policymakers, trialists, and medical 

journal editors. The study extends the findings in 2016 by Rowhani-Farid and Barnett (Ref. 21 in the MS) 

by showing reproducibility for most RCTs that met the authors’ eligibility criteria and definition of data 

availability. This result is plainly significant, surprising and, as the authors state, ‘reassuring.’ (Although 



the authors also note that: ‘authors who are confident in their results might more readily agree to share 

their data.’ Page 17, lines 478-480 of the MS.) 

 

2. I was also interested and a bit surprised that privacy/de-identification concerns were not 

encountered by the authors as reasons for not sharing data. (Page 13, lines 339-340 of the MS.)  

 

3. With respect to ‘What this study adds’ section on page 6 of the MS, the authors might consider 

changing the first bullet point to read something like: “Data availability was not optimal even in journals 

with a stronger policy, but the 46% data sharing rate we observed is much higher than elsewhere in the 

biomedical literature.” (See page 15, lines 425-427 of the MS.)  

 

4. In the ‘Design’ section of the Abstract (Page 4, lines 109-110 of the MS), the authors state that 

two researchers re-analyzed all primary outcomes. The authors might consider whether this statement is 

consistent with their discussion on page 9, lines 240-245, and page 10, lines 246-253 of the MS, as well 

as with the ‘Reanalyses’ section of the protocol. (The protocol is unpaginated, but this section is on the 

last page before the Appendix.) I found this confusing.  

 

5. I hesitate to raise a question on a statistical issue, because I am most definitely not a 

statistician. My question relates to the CI for the proportion of eligible RCTs that satisfied the authors’ 

definition of data availability. (Page 4, lines 116-118, and page 10, lines 271-273 of the MS.) The 

authors have divided the total number of RCTs that are both eligible and ‘data available’ (17) by the 

total number of eligible RCTs (37) and gotten 46% (0.459). There is no sampling, estimate or 

uncertainty here—what does the CI in this context represent? The protocol does not appear to provide 

for calculating a CI for the proportion of eligible RCTs that meet the ‘data available’ definition. I have the 

same question with respect to the CI for the proportion of eligible, ‘data available’ RCTs that were fully 

reproduced.  

 

6. On page 13 of the MS, lines 353-355, the authors state that one of the 17 ‘data available’ RCTs 

did not provide enough information to reproduce its analysis. Does that mean that RCT in fact failed to 

meet the definition of data availability? Then, on page 15, lines 411-414, it was unclear to me which 

three ‘databases’ these were? The authors might consider clarifying this in the text, or possibly 

expanding Figure 1 (the PRISMA flow chart) to include the fate of all 37 eligible studies.  

 

7. The authors might consider commenting on the fact that, as shown on Table 1, relatively few 

eligible RCTs were from North America (8%) compared to those from Europe, Australia and New Zealand 

(a total of 78%). It is interesting to speculate on whether the proportion of ‘data available’ RCTs would 

have increased, decreased, or remain unchanged if the number of North American RCTs had been 

greater.  

 

8. The authors identify several significant problems/recommendations relevant to improving data 

availability, e.g., page 6, lines 148-150 (barriers to overcome), page 16, lines 433-435 (heterogeneity in 

data sharing practices), page 18, lines 503-504 (active auditing of data sharing policies), page 19, lines 

539-542 (funding) of the MS. The authors might consider a sidebar ‘box’ listing possible 

problems/recommendations, or possibly a separate section under ‘Discussion.’  

 

 

 

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

Baltimore, Maryland, U.S.A.  

jamesmiller4110@comcast.net  

(mobile) 410-458-5445  

 

 

Additional Questions:  

Please enter your name: James Dabney Miller, J.D., M.P.H.  

 

Job Title: Lawyer  

 



Institution: None  

 

Reimbursement for attending a symposium?:  

 

A fee for speaking?:  

 

A fee for organising education?:  

 

Funds for research?: Yes  

 

Funds for a member of staff?:  

 

Fees for consulting?:  

 

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?:  

 

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?:  

 

If you have any competing interests <A 

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

mpeting-interests'target='_new'> (please see BMJ policy) </a>please declare them here: I received a 

payment in early 2017 from the Laura & John Arnold Foundation for my work at Johns Hopkins on a 

project related to data transparency at the U.S. Food & Drug Administration.  

 

 

Reviewer: 2  

 

Recommendation:  

 

Comments:  

This is a good research, done accordingly to the registered protocol. The results concerning the 

reproducibility are well presented and well discussed. Discussion is good.  

I checked all results, and found no discrepancies in the quantitative part. The table 2 with re-analysis 

data is precise, and data are very good. The quantitative part is exceptional, and convincing, but the 

qualitative analysis is not rigorous.  

 

The qualitative analysis probably did not involve a sociologist. The objective in announced page 7, line 

173/174, must be clearer than “describe qualitatively”. They announced that, in cases where they find 

problems, they would put in place a qualitative analysis; it seems that a thematic analysis would suffice?  

The qualitative methods are too briefly described on page 10, lines 265 to 267. The authors collected 

queries in a non-systematic manner. They later cite transcripts (verbatims) in the results: how were 

they collected? By telephone? With structured interviews with a recording? By drafting comments on 

papers and grouping them.. by which methods? Were authors interviewed?  

Pages 14 and 15, the results are displayed, classified under sub-titles: how they analysed and have 

chosen these transcripts/verbatims? Did they record them? did they use a software? It was probably 

manual procedures.  

Reporting guidelines, such as COREQ should be used to report qualitative data.  

 

I suggest to delete the qualitative analysis, as it’s not in the standards of the BMJ.  

 

Minor points:  

Page 8, line 200 and 202, the limits of the search strategy are copied from the protocol with the date 

2017/01/01…    but the real search was conducted in November 2106 (days not mentioned). Is it 

possible to use the 2017 limit for a 2016 literature search?  

Page 19, line 523: I am not sure that replicating psychological studies is easy to implement.  

 



Hervé Maisonneuve  

PS: I briefly discussed the paper with Gérard Bourrel, MD, who is responsible of a diploma on qualitative 

research  

 

Additional Questions:  

Please enter your name: Maisonneuve  

 

Job Title: MD  

 

Institution: Consultant  

 

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?: Yes  

 

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-checklists/declaration-co

mpeting-interests'target='_new'> (please see BMJ policy) </a>please declare them here: No  

I know some of the authors  

 

 

Reviewer: 3  

 

Recommendation:  

 

Comments:  

In this manuscript, Naudet et al. take on two extremely important and interesting issues: the 

effectiveness of randomized controlled trial (RCTs) data sharing in journals with a full data-sharing policy 

and the ability of new researchers to re-analyze primary outcomes from previous RCTs. The authors 

demonstrate that less than half of the RCTs from The BMJ and PLOS Medicine (that met the study 

eligibility criteria) satisfied the definition of “data availability”. The authors also found that 82% of the 

RCTs were fully reproduced on all their primary outcomes. The study is well implemented, rigorous, and 

ultimately offers important details that are of interest to a broad clinical audience.  

 

My main criticism, which can be addressed and should not prevent publication in The BMJ, is that the 

writing can be improved. In addition to grammatical errors, the paper could be improved by re-working 

some of the language and structuring/flow of the results section. Under the ‘specific comments’ section 

below, I have outlined a few of these concerns as well as some additional questions.  

 

Specific comments:  

 

Figures/Tables:  

 



1. Table 2: Is there additional (supplementary) information outlining the particular reasons when/why 

differences were considered replicated/partially replicated?  

 

Under table 2, the author state “we judged the study as partially replicated”. Although this is not a 

major concern for table 2, it may be useful to outline the nomenclature surrounding reproducibility 

earlier in the manuscript. In particular, that ‘replication’ deals with results reproducibility, which is “the 

production of corroborating results in a new study, having followed same experimental methods”. In this 

manuscript, the authors are focused on “methods reproducibility”, which is “the ability to implement, as 

exactly as possible, the experimental and computational procedures, with the same data and tools, to 

obtain the same results” (Goodman et al. DOI: 10.1126/scitranslmed.aaf5027).  

 

ABSTRACT  

 

 

2. Page 1, line 110:  

The phrase “All primary outcomes were re-analysed by two research to assess how much studies were 

reproduced” is rather unclear. In particular, the use of the phrase “how much” as a measure to quantify 

reproducibility.  

 

3. The abstract does not indicate what years were considered for the published RCTs. The authors should 

consider including this information.  

 

4. Page 6, line 133:  

The “What is already known on this subject”/”What this study adds” points have grammatical issues.  

 

INTRODUCTION  

 

 

5. There numerous errors in the introduction:  

 

For instance, Page 7, Line 166: “Because of this trend toward a new norm where data sharing for 

randomized controlled trials (RCTs) becomes a standard, it seems important to assess how accessible 

the data are in journals with existing data-sharing policies are.”  

 

6. Line 169-170: How long have the data-sharing policies been in place at PLOS Medicine and PLOS 

biology? Although this information is available in the methods, it is useful to include this information at 

the introduction level, instead of stating “…in place for a few years.”  

 

METHODS  

 

The authors deserve praise for documenting their protocol using the Open Science Framework. It is 

fantastic to see this level of transparency.  

 

7. Page 8, Line 190: The authors state that they “surveyed all publications of RCTs…that had been 

submitted and published by the BMJ and PLOS Medicine…" However, under the search strategy, the 

authors outline that eligible studies were identified from PubMed/Medline using "Randomized Controlled 

Trial[ptyp]." In order to state that all publications of RCTs were evaluated, it may be necessary to 

provide a citation or rationale for the use of the pubmed search string (sensitivity & specificity).  

 

8. Page 9, Line 215: The authors outlined that they used the instructions found in the data-sharing 

statement of the included studies to request IPD. In cases where the authors did not respond, did the 

authors contact the corresponding author, or any other author with an email listed on the publication?  

 

RESULTS  

 

9. Page 12, Line 326: Early in the methods, the authors outline that data availability was defined as “the 

eventual receipt of data presented with sufficient information to reproduce the analysis of the primary 

outcome(s) of the included RCTS (ie. Complete data with clear labeling)." Did these authors offer to 



share the uncleaned data? Were they willing to share the data with clear labeling after the payment? 

This section would be easier to follow if the authors outlined the responses similar to an eligibility 

flow-chart: How many authors were emailed? How many authors responded? How many offered to share 

the data (both for free and for $)? and then how many fulfilled the final outcome (complete data with 

clear labeling)? Then information about how many outcomes were considered.  

 

10. Page 13, Line 339: The sentence “The existence of possible privacy concerns was never put forward 

as a reason for not sharing data” seems out of place in a results section. Since this is not an observed 

written response, this appears to be more suitable for the discussion section? In particular, when 

discussing what are often considered to be potential barriers to data sharing.  

 

11. Page 13, Line 352: Some of this section is a bit confusing: 14/17 studies were fully reproduced on all 

of their primary outcomes. One of the 17 studies did not provide enough information in methods to 

reproduce the analysis. This means 14/16 were ultimately fully reproduced with 47 different primary 

analyses. How many primary analyses were there for the original 17 studies?  

 

12. Page 14, line 369: The section heading ‘Perceived cost/benefit ratio of re-analyses’ seems like it 

implies that there is a numerical component. The authors should consider modifying this sub-heading. 

Perhaps, a box could be used to improve clarify. For instance, instead of including phrases like “Authors 

wondered whether…”, a box could be used with different sections.  

 

Costs of preparing the data:  

- “As the study was launched…”  

- “[We] decided to do the work….”  

 

DISCUSSION  

 

13. Page 15, Line 423: Although the authors outline in the methods that “if effective, these data sharing 

policies would lead to more than 80% of studies sharing their data”. This still seem like an arbitrary 

judgement. For instance, for an evaluation like this, is there a difference between 77%, 79% or 81%. Do 

The BMJ and PLOS Medicine outline current enforcement practices?  

 

14. Page 15,  Line 428: Is there a reference for the “with few exceptions in some specific fields such as 

genetics”? This would be interesting to include.  

 

15. Line 433: It is unclear what the authors mean by “In addition, we found an important heterogeneity 

in data sharing practices.” (a similar phrase is used in the abstract)  

 

16. When discussing data sharing perceptions, the authors may want to cite: “Data Sharing by 

Scientists: Practices and Perceptions” by Tenopir et al. 2011 (I am not an author on that paper, I do not 

know any of the authors on that paper, and I do not have a personal or academic connection to any of 

those authors). Although surveys are often imperfect, they do provide some insight regarding the 

concerns related to data sharing.  

 

17. Line 550: The authors suggest that “if journals ask for data and code to be shared, they should 

ensure that this material is also reviewed by editorial staff or at a minimum checked for completeness 

and basic usability.” What role should data transparency play during the peer-review process? Should 

reviewers have access to data as well as editors?  
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Funds for a member of staff?: No  

 

Fees for consulting?:  

 

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-checklists/declaration-co

mpeting-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: 4  

 

Recommendation:  

 

Comments:  

ANALYSIS OF THE TEXT  

As to my understanding, the main goals of this study are to explore (1) if the full-data sharing policy of 

two journals can produce an increased capability of the researchers to share the data generated by their 

RCT studies and (2) if such sharing can be effective for the re-usability of the data for further studies.  

The re-analysis of the RCTs included in the Study has been performed as the type of re-usability 

selected by the authors. I assume that such re-analysis is a relevant and frequent kind of re-use of RCTs 

data, even if as patient/caregiver I can’t imagine how carrying out once again the same Study, with the 

same methodology on the same data can produce new useful information. It seems to me that the main 

aim of the re-analysis of a Study is only to verify its correctness, which, on the contrary should have 

been guaranteed at the time of the original publication of the Study.  

In any case, according to me, these two goals are not stated clearly in the paper. Despite what the 

authors affirm in the chapter “Changes to the initial protocol”, there is still a residual ambiguity about 

whether the positive effect of data sharing is exclusively the reproducibility of the Study, rather than 

obtaining the same results.  In particular the sentence “For all results that we were able to re-analyze, 

we reached similar conclusions (….) to those reported in the original publication and this result is 

reassuring “ is not clear to me, and I would ask the authors to explicit about what they feel reassured.  

Only a particular kind of data sharing has been evaluated by this study, exclusively between two groups 

of researchers and upon direct request of the recipient group.  

For this evaluation, the authors defined two outcomes: data availability and study reproducibility. Both 

outcomes are clearly described in the paper, with only the residual ambiguity analyzed here above about 

the second one.  

It could be worth, however, explaining in the paper if this kind of data sharing is compliant (data 

availability as just a surrogate of open data) and exhaustive  (not considering other kind of recipients: 

patients, clinicians, health and academic institutions, …) of the definition of data sharing  in the policies 



of both journals. Some details about the content of the policies of the two journals should be included in 

the paper, in particular regarding the definition of data sharing.  

This specific kind of data sharing defined by the authors for the purpose of their Study, in fact, although 

analyzable more easily, has two intrinsic limitations.  

It leaves to the exclusive discretion of the researchers the decision about whether to share their own 

data to other research groups, for which objectives and under which terms and conditions. On this 

aspect, the policy of the journals can have a positive impact indeed, offering the right incentive of a 

more feasible publication, to overcome the fear of the researchers to lose the ownership of their data. 

Especially if the terms of such policy will become more binding, as also the authors suggest.  

At the same time, it leaves the complete responsibility and burden to the researchers, to obtain all the 

necessary resources (time, money, technical and organizational tools and services, ethical and legal 

compliance, … ) necessary to make their data effectively sharable (complete, homogeneous, ….), 

including their meta-data (descriptive labels, description of pre-analysis processing tools, methods of 

analysis, …). On this second aspect, the policy of the two journals can have limited effects and surely not 

in the short-medium term.  

This, according to me, explains the fact that the resulting sharing rate is “only” the 46% reported in the 

paper.  

I think that this is a fantastic result anyhow, especially when compared to the nearly zero rate also 

reported by the author in biomedical literature.  

It would be interesting if the authors would explicit in the paper how and based on which elements they 

formulated the initial hypothesis of an expected result of 80% .  

The difficulties reported by the researchers are all reasonable and quite expectable, as well as their 

concerns about the possible consequences of a negative decision, i.e. not to make their data available.  

These difficulties and concerns are the same as those expressed to me by the researchers with whom I 

have been working for many years as caregiver, patient representative, and data manager. They all are 

related to the second aspect analyzed here above, and I think very interesting and useful to be analyzed 

as the authors did in their paper.  

Maybe it could be worth for them to make the analysis of the difficulties and concerns reported by the 

researchers less “qualitative”; they could try a sort of classification with a tentative indication of some 

possible countermeasures for each class. Or maybe this could be the object for a next study.  

 

RELEVANCE FOR THE PATIENTS AND PATIENT INVOLVEMENT  

The paper is about a study aimed to evaluate the efficacy of sharing the data in biomedical research and 

a possible strategy to obtain it, which is a relevant issue also for patients.  

Data sharing, in particular regarding rare and neglected diseases, is becoming an ineludible practice to 

speed up the research process along all the phases necessary to produce the final results usable by the 

patients: new treatments available on the market and more effective and appropriate practices in the 

medical and social assistance.  

More and more patients are getting aware of that and willing to contribute actively to the development 

of such data sharing practice by all the researchers.  

I think that involving the patients actively in this kind of studies described in the paper would be very 

useful. It could help them to understand the difficulties intrinsic of the data sharing and to collaborate 

more effectively with the researchers in finding the way to overcome them.  

The authors declare that the patients were not involved in the design and implementation of the study 

nor in the dissemination of the results.  It could be interesting to know the reasons for these omissions: 

it is their precise decision not to involve the patients at any level (uninfluential, damaging, ….) or it is 

due to a lack of resource (no time, no established contacts with the patients, ….).  

Moreover, in their conclusions and suggestions for a more efficient implementation of the data sharing, 

they don’t consider the patients as possible stakeholders to be involved in the process, neither in the 

future.  

On the contrary, I think that the participation of all the stakeholders (patients, clinicians and 

researchers) at all levels (in the design and implementation of the RCTs, in the decision process about 

the strategies to implement the data sharing, and in this kind of monitoring studies), is important and 

should be developed. Being all directly involved in the process could help to develop their awareness of a 

common ownership of the data, intended as common responsibility also in providing all the necessary 

resources to make the data sharable for their effective and ethical use.  
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