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GENERAL COMMENTS I found this to be an interesting read - certainly fascinating and 
important findings but I'm not convinced that it has a tremendous 
significance. My congratulations to the authors on this wonderful 
piece of scientific work.  
 
In their interpretation of findings in this manuscript, the authors have 
mostly focused on the utility and relevance of medical writing 
support for articles describing randomized controlled trials (RCTs). 
But it seems to me that this manuscript adds more knowledge than 
what the authors have described. Previous research has shown that 
reports of RCTs conducted by the industry have a higher quality 
than those of RCTs conducted without industry sponsorship. I 
apologize that I do not recollect the specific references for this 
research at this time. The current manuscript provides at least one 
explanation for why reports of RCTs sponsored by the industry have 
higher quality - medical writing support. Furthermore, this work 
suggests that simply providing reporting guidelines, which are not 
uniformly enforced by journals, improves reporting quality to only 
some extent. Assuming that the medical writers for articles included 
in this manuscript were the ones actually ensuring inclusion and 
completeness of the CONSORT items studied here, which is a 
rather large assumption and one which the authors are making to 
interpret their findings in this manuscript, such professional can help 
to incorporate guidelines into the scientific reporting culture for 
RCTs.  
 
Having said the above, I think the findings in this study have several 
potential alternative explanations. In the least, the potential 
alternative explanations for findings in this study should be explicitly 
acknowledged.  
 
1. I am not certain whether "editorial assistance" translates into 
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"medical writing". What is the distribution of articles in the medical 
writing group that reported the three terms - "medical writer", 
"medical writing", and "editorial assistance"?  
2. No restriction on the year of publication was specified. When was 
BioMed Central established? Its inception is a restriction by design.  
3. Is there any data that indicate how good the search terms in 
Figure 1 are to query BioMed Central? Was the search strategy 
evaluated in any way? Does BioMed Central provide an interface to 
search its journals? If yes, and if that interface was used by the 
authors for this study then I suggest that they include the URL for 
the webpage in the manuscript.  
4. The notion of using "page numbers" to reduce the sample in the 
non-medical writing group is not clearly described. A more clear 
explanation of what was done in this step will help the uninformed 
reader. Why did the authors choose page numbers for the sample 
reduction step? How were the test searches conducted?  
5. If this study was meant to have a cross-sectional design then why 
was it important to ensure a similar number of articles in both the 
groups? It seems to me that simply ensuring similarity in the number 
between the groups does not add value in terms of 
avoiding/reducing bias.  
6. Following up on #5, did the authors anticipate during study design 
that publication year is an important covariate? If yes then I think 
that matching on year the articles were first submitted to the journal 
as well as the journal itself (and selecting a random subsample for 
the non-medical writing group) will yield a more systematic sample 
and ensure similar sample sizes in the two groups.  
7. I would have thought the journal to be a relevant covariate in the 
logistic regression model, in case journals in BioMed Central tended 
to rely upon the same subset of reviewers (e.g., 
methodologists/statisticians) for articles submitted to them. Did the 
authors consider this variable as a covariate?  
8. The outcome for the logistic regression is somewhat amorphous 
and its relevance is arguable. I would at least want to see a 
sensitivity analysis for variants of the outcome reported in the 
current draft - proportion of articles that reported all items, 90%, and 
75% or 67%.  
9. The contents in the Box are not helpful to understand this article. I 
had expected to see other detailed information about BioMed 
Central, such as the number of journals per scientific/clinical area, 
range of inception years for the journals, and whether any journals in 
BioMed Central do not publish articles of randomized controlled 
trials because their focus is on basic/theoretic/fundamental aspects 
of science.  
10. How much copy editing assistance does BioMed Central provide 
to authors? It is common knowledge that in the case of some 
journals, articles are copy edited in detail after acceptance.  
11. I would like to see a histogram of number of articles in the two 
groups that were marked in each of the three categories for quality 
of written English. I suppose the authors are using the reviewers' 
comments on the original manuscript submission to BioMed Central; 
is that correct?  
13. I would like to see a figure of the prevalence of articles declaring 
medical writing and calendar year - mostly out of academic curiosity, 
perhaps in the appendix.  
14. Do the authors know the primary country in which the included 
trials were conducted? If yes then it will be relevant information 
because they consider trial registration as an outcome in their 
analyses.  
15. The authors found large differences in the time taken for peer 

 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-2015-010329 on 21 F

ebruary 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/


review and subsequent revisions for articles authored with medical 
writing support. Could this difference be explained by time trends 
(calendar year) or publication on behalf of a study group?  
15. What was the distribution of clinical areas for manuscripts 
included in this study?  
16. Table 2 is not helpful; the information is already described in the 
text.  
17. Could the differences in some of the outcomes, such as 
completeness of sample size calculations, specification 
(completeness) of the primary outcome, and the type of 
randomization be attributed more to the participation of a statistician 
or an epidemiologist in the RCT instead of medical writing support? 
Maybe the methodologist was instrumental to ensure appropriate 
specification of the details in the study protocol, which in turn got 
transferred to the manuscript.  
18. Did any of the articles included in this study report multiple 
primary outcomes? If yes then how did the authors deal with such 
studies for their analysis on specification/completeness of the 
primary outcome?  
19. Do the authors have any insight into why we see associations for 
some variables but not for others? 

 

REVIEWER Roberta W. Scherer 
Johns Hopkins Bloomberg School of Public Health, Epidemiology 

REVIEW RETURNED 10-Aug-2015 

 

GENERAL COMMENTS Review for “Professional medical writing support and the quality of 
randomized controlled trials reporting: a cross-sectional study” by 
Gattrell et al.  
 
The topic of this paper, examinig the impact of medical writing 
support on the reporting of randomized clinical trials, has not been 
examined previously. The authors compare a set of trials published 
in the BMC journals divided by the presence of medical writing 
assistance versus none, and look at whether each of 12 CONSORT 
items has been reported in a subsequent publication , and the length 
of time from submission to publication. Inasmuch as medical writing 
support becomes increasingly prevalent as trials become larger and 
more complex , the topic is timely. Overall, the paper is well-written, 
although I have some concerns.  
 
1.When the groups of trials are divided by the presence of medical 
writing support, two differences between groups emerge. Trials with 
medical writing support are published later and are almost all 
completely funded by industry. Although the authors state that “it 
seems unlikely that the results of this study can be attributed to 
these differences…” (page 15, lines 3-4), the only support they 
provide for this argument is that the comparison of industry funded 
studies with and without medical writing support showed no 
difference in the reporting of CONSORT guidelines. They do not 
provide an argument for the difference in distribution of publication 
years. Given that 1) most of the trials with medical support are 
published after 2010 (following the 2010 CONSORT update) and 
none before 2005 (when CONSORT 2001 was introduced), and 2) 
that each year of publication is associated with an increase of 18% 
in reporting the CONSORT items selected for evaluation; it seems 
that this issue needs to be examined in more detail before they can 
state that it is unlikely that these characteristics are unlikely to make 
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a difference.  
 
2. The authors also say that the trials with medical writing support 
were more likely to have “acceptable English”. The measure they 
use is relatively crude (asking reviewers to categorize into three 
categories of acceptable English). Also, in my experience, this 
categorization tends not to be an issue with English among English 
language or English speaking countries, but with non-English 
speaking countries. What was the country of origin of the trials (or 
more precisely, trial authors) and did this differ by the use of medical 
writing support?  
 
3. In the flow diagram, reasons for exclusion include articles with “No 
declared medical writing support” for the Medical Writing Support 
Group, and “Declared medical writing support” for the No Medical 
Writing Support Group. No numbers were provided – how big a 
problem is this? If these represent a high proportion of the excluded 
trials, then this is an important finding.  
 
4. Justification for choosing BMC journals rather than a random 
sample or other journals should be provided.  
 
5. Discussion – page 15; why would queries from peer reviewers be 
“more complicated for articles with medical writing support than for 
those without”? If anything, one would expect them to be less 
complicated, especially if the initial submission were written more 
clearly as one would expect from publications using medical writing 
support.  
 
Minor compulsory revisions  
1. Discussion, line 18-19 – Completeness of reporting was higher 
than what?  
 
2. Introduction, line 41-42 – a systematic review looking at authors’ 
reasons for non-publication was published in Journal of clinical 
Epidemiology - could also cite (Scherer et al, Journal of Clinical 
Epidemiology 68 (2015) 803-10). 

 

REVIEWER Karen L. Woolley 
ProScribe Medical Communications 

REVIEW RETURNED 17-Aug-2015 

 

GENERAL COMMENTS My peer review comments are based on The BMJ guidelines for all 
articles and for research articles , the STROBE guidelines (for 
abstracts and for full papers), and my experience as an author, 
publication professional, peer reviewer, and journal reader. I have 
submitted my Competing Interests to The BMJ, but declare upfront 
that I work in a paid and in a voluntary manner for commercial and 
non-commercial organisations that provide education and services 
related to ethical and effective preparation of publications.  
 
This is a concise and well-written paper describing original research 
on a topical issue, use of professional medical writing support. This 
paper could provide an important and useful contribution to the 
limited evidence on this issue.  
This paper summarises results from an observational study 
investigating the association between the use of professional 
medical writers and:  
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(a) the quality of randomised control reporting and  
(b) the speed of the submission-to-acceptance stage.  
The study showed that articles with professional medical writing 
support were of higher quality, based on enhanced (but clearly not 
perfect) compliance with pre-selected CONSORT items and on the 
standard of written English, compared with articles without support.  
Readers should be aware that this study did not investigate the 
speed of manuscript preparation. Although articles with medical 
writing support were more compliant with CONSORT and easier to 
read, the time from submission-to-acceptance was longer, compared 
with articles without support. A subset analysis indicated that the 
delay appeared to begin at the peer-review stage (ie, the generation 
of and response to reviewers’ comments); there was no difference in 
time at the editor decision stage.  
The study also showed that the peer review process did not ensure 
articles complied with the pre-selected CONSORT items, even 
though the journals publishing these articles endorsed CONSORT.  
Consistent with the study design, a number of confounding variables 
are apparent and not all of these have been addressed. 
Nevertheless, the results of the study have practical implications for 
those concerned about how to enhance the quality of reporting of 
clinical trials and those concerned by the level of CONSORT 
compliance accepted in peer-reviewed publications of randomised 
controlled trial results. This audience should include researchers, 
sponsors, professional medical writers, peer reviewers, editors, and, 
ultimately, patients.  
 
BMJ guidelines for all articles  
 
1. Is the article important?  
Yes. The importance of the article relates to its contribution of 
empirical evidence, rather than opinion, to help guide decision-
making on the use of professional medical writers. The article has 
limitations that the authors may or may not be able to address (see 
below) and, given the focus of the article, the editor, of course, will 
need to decide if The BMJ is the most appropriate journal for the 
article.  
 
2. Will it help our readers to make better decisions and, if so, how?  
The BMJ aims to “help doctors make better decisions”. By itself, this 
article is unlikely to have an immediate or meaningful impact for 
doctors in their daily care of patients.  
However, this article does have important and very practical 
implications that may affect the decisions that researchers, peer 
reviewers, and editors make in terms of preparing and evaluating the 
types of articles (ie, RCT reports) that can influence the daily care of 
patients. The BMJ “gives priority to articles reporting original, robust 
research studies that can improve decision making in medical 
practice, policy, education, or future research and will be important 
to general medical readers internationally.” This article reports 
original research that could improve decision making in policy, 
education, and future research. Given the association (not 
causation) between the use of professional medical writers and 
higher quality reporting, this research could stimulate evidence-
based discussions on practical measures to enhance reporting of 
research. Notably, involvement of writers was not associated with 
100% compliance with CONSORT items and this deserves more 
attention than the authors currently provide (see below). However, a 
considerable difference was apparent between articles with and 
without writing support. The BMJ is not shy from encouraging debate 
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and these results may provide a catalyst for policy makers, 
educators, and funders of future research to shift the focus on 
writing support from the legitimacy of professional medical writers 
(although there are still some readers and editors who conflate 
professional medical writers with ghostwriters; the two are NOT the 
same) to the value, if any, provided by professional medical writers. 
This discussion is relevant whether discussing industry- or non-
industry-funded research. Writing cost should not be used as an 
excuse - if research cannot be reported properly, why should it be 
funded at all?  
The results from this study could and should raise questions 
regarding the peer-review process in journals that endorse 
CONSORT (whether BMC journals or others). Why are articles 
reporting results from randomised controlled trials passing peer 
review when noncompliance with CONSORT is clearly evident?  
As concerns about reporting quality exist internationally and as 
medical writers are used internationally, this article should be of 
international interest.  
 
3. Will the article add enough to existing knowledge?  
Given the paucity of empirical evidence to guide decision making on 
the use of professional medical writers, it is relatively easy for this 
article to “add enough to existing knowledge”. Notwithstanding that 
this is an observational, rather than an interventional, study, the 
article provides useful insights into not just the quality of reporting, 
but also raises questions about when writers are used and how well 
writers perform, as well as revealing the need for future research to 
distinguish between writer involvement and study complexity when 
examining peer review time and, most likely, manuscript preparation 
time. Controlling for publication year and industry sponsorship would 
also be prudent.  
 
4. Does the article read well and make sense?  
Consistent with the findings of the study, this article, prepared with 
professional medical writing support does read well. There are a 
number of details that the authors could provide to allow the reader 
to make more sense of the results, particularly in terms of 
confounding variables (see below). A more critical discussion of the 
effect size and broad confidence interval associated with CONSORT 
compliance and medical writing support would also help the reader 
gain a more balanced perspective of the results and focus attention 
on the quality of writing support.  
 
BMJ guidelines for research articles  
1. Originality — does the work add enough to what is already in the 
published literature? If so, what does it add? Please cite relevant 
references to support your comments on originality.  
Yes, this research makes a meaningful addition to the limited 
information available in the published literature. This study confirms 
and extends earlier, but more limited, research showing that articles 
prepared with professional medical writing support (most often 
sponsored by industry) were more likely to comply with CONSORT 
guidelines than articles without such support (Jacobs A [reference 
18 cited by authors]). This is the first study to show that even within 
an industry subset of articles, professional medical writing support 
was associated with enhanced compliance with CONSORT, 
indicating that industry sponsorship alone does not explain 
enhanced compliance. Indeed, this study also showed that when 
writing support was not used there was no association between 
funding source and compliance. This study also provides more 
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granular information on the association between writer involvement 
and submission-to-acceptance time than has been previously 
reported (Bailey [reference 25 cited by authors]; Woolley et al. 
[reference 26 cited by authors]). This study is not definitive, but 
provides useful insights to guide further research on the use of 
professional medical writers.  
2. Importance of the work to general readers — does this work 
matter to clinicians, researchers, policymakers, educators, or 
patients? Will it help our readers to make better decisions and, if so, 
how? Is a general medical journal the right place for it?  
 
Please see comment above (All research; Q2).  
 
3. Scientific reliability  
 
a. Research question — clearly defined and appropriately 
answered?  
The question is clearly defined in terms of the “quality of reporting” 
outcome, but less so for the “timeliness of reporting” outcome. The 
research investigated the timeliness of the peer-review process 
rather than the timeliness of reporting (a casual reader could infer 
timeliness of reporting included manuscript preparation time). The 
authors clarify that timeliness refers to submission-to-acceptance 
time in the methods of the abstract, but not in the objectives of the 
abstract nor in the aims in the introduction. Greater clarity in these 
sections could help minimise the risk of a reader drawing 
unwarranted inferences, particularly given the presence of 
potentially confounding variables (eg, larger studies, more authors, 
more papers prepared on behalf of a study group) that could be 
expected to delay reporting, whether a writer was involved or not. If 
the timeliness of reporting outcome was described more clearly and 
the limitations made more evident, this part of the research question 
could be answered more appropriately.  
 
b. Overall design of study — appropriate and adequate to answer 
the research question?  
 
Ideally, a prospective, randomised, controlled, interventional study 
(intervention = professional medical writing support) would be used 
to address the question on the effect of professional medical writing 
support on the quality and speed of manuscript preparation. 
Researchers and funders would like to know whether there is value 
in paying for medical writing services. However, nobody has 
conducted such a study and who would pay for such a study is not 
clear.  
 
Until such a study is done, we rely on observational studies to help 
gaining insight into the relationship between writer use and quality or 
speed. As recommended by the STROBE guidelines, observational 
studies should take potential confounding variables into account. 
This study has used an observational design, but a number of 
confounding variables did not appear to be taken into account in the 
design phase. There was no protocol submitted so it is unclear what 
type of matching and types of sensitivity analyses were determined 
before the study started and what types of post-hoc exploratory 
analyses were conducted after inspecting the results (and that would 
have been disclosed as such!). For example, it would have been of 
interest to know whether study characteristics (not just year of 
reporting) confounded the results associated with writer use. On a 
practical level, authors may choose to use writing support for large 
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and complex studies – these are the types of studies where it might 
be expected that peer reviewers raise more questions and it takes 
longer for authors to address numerous questions. Notably, 
surrogates of study complexity (eg, written on behalf of a study 
group, number of patients, number of authors) were higher in the 
cohort of articles with writing support. Therefore, does a longer time 
in the peer-review process reflect writer involvement or study 
complexity? The authors comment on study complexity and 
submission-to-acceptance time in the discussion, but were any 
apriori or post-hoc analyses conducted to investigate the potential 
effect of the confounding variables that did end up being different 
between the writing and no writing groups? A statistician may advise 
on the risks and benefits of these analyses. If included, the authors 
could caution the reader about the limitations of the analyses.  
 
In terms of study design, if the authors had measured compliance for 
the submitted article, this would have removed the potentially 
confounding influence of the peer review process enhancing 
compliance (eg, peer reviewers, rather than writers or authors, 
insisting on better reporting for CONSORT items). The authors 
should comment on why they did not measure compliance for the 
submitted article.  
An additional strength to the study would have been if the authors 
had looked at how much the peer review process enhanced 
compliance with CONSORT by measuring compliance for the 
submitted and the published article. Given the low level of 
compliance for the pre-selected subset of CONSORT items for 
articles without writing support (21.1%), including articles within the 
industry subset (17.9%), it is reasonable to assume that the peer 
review process was not effective in driving compliance, even though 
the full set of CONSORT items was not studied.  
 
c. Participants — adequately described, their conditions defined, 
inclusion and exclusion criteria described? How representative were 
they of patients whom this evidence might affect?  
In this observational study, articles were studied rather than 
participants. The authors have included useful descriptions of the 
types of articles included and excluded and have presented a brief 
summary of article characteristics. Including some additional details 
(eg, study phase) would have been helpful given the discussion 
about study complexity and submission-to-acceptance time. In 
addition, author affiliation (eg, whether from English-as-second 
language countries, whether from low-, middle-, or high-income 
countries) would have been of interest given the assessment of 
written English as a component of quality and previous associations 
between quality of reporting (based on ethical reporting) and country 
income (Stretton et al., CMRO 2012).  
The articles, while drawn only from BMC journals, were published 
across a number of journals and may be representative of the types 
of articles submitted to and published by journals that publish reports 
of RCTs of pharmaceutical interventions and that endorse the 
CONSORT guidelines. The articles included in this research study 
may be less representative of the types of articles submitted to and 
published in journals that do not endorse CONSORT (ie, differences 
may have been larger if authors do not receive guidance from the 
journal to complement that which may have come from the writer) or 
to journals that endorse CONSORT and have policies to actively 
implement compliance with CONSORT (ie, differences may have 
been smaller if authors received stronger demands from the journal 
to comply with CONSORT).  
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d. Methods — adequately described? Main outcome measure clear? 
Is the study fully reported in line with the appropriate reporting 
statement or checklist (these are all collected and regularly updated 
athttp://www.equator-network.org/)? Was the study ethical (this may 
go beyond simply whether the study was approved by an ethics 
committee or IRB)?  
 
Most of the methods used are adequately described, but some 
additional details could help clarify what was done and why.  
The main outcome measure was clear although pre-selection of a 
limited number of CONSORT items introduces the potential for bias. 
The authors explain why they chose these items, but do not explain 
why they did not measure all items, as was done in the earliest and 
only other study on writer use and CONSORT compliance (Jacobs A 
[reference 18 cited by authors]). Given that this earlier study showed 
that writer use was most strongly associated with compliance for 
reporting harms (ie, significantly better reporting when writers were 
involved) and given concerns about inadequate reporting of harms, it 
would be useful for the authors to justify why they did not include this 
item within their selection of CONSORT items. Similarly, it would be 
useful for the authors to justify why they analysed their data 
differently to the analysis used previously.  
In terms of the measurement of compliance, it would also have been 
useful to clarify that compliance was measured for the published 
article, not the submitted article – both would have been available 
from a BMC search. I think readers can assume the assessment 
was made on the published article, although this was not stated 
explicitly in the data extraction section nor noted as a limitation (see 
above re. confounding effect from peer review if assessing 
compliance for the published vs submitted article).  
In terms of the “intervention” (albeit assessed via observation) and in 
the spirit of the TIDieR reporting guidelines, it would have been 
useful to clarify the type of writers used ie, whether certified or not, 
whether from large agencies or not, whether postgraduate qualified 
or not. This type of information should have been disclosed if writers 
and authors were complying with Good Publication Practice 
guidelines (explicit guidelines are provided in GPP2 and, most 
recently and more forcefully, in GPP3 ie, “the authors will disclose, 
at a minimum, the writer’s name, professional qualifications, 
affiliation, funding source….”). Professional qualifications would 
include certification ie, where a writer has had to pass a robust, 
psychometrically validated knowledge test. Given the introduction of 
certification programs (from the American Medical Writers 
Association and from the International Society for Medical 
Publication Professionals) and recent research showing that certified 
writers may be more likely to have broader and more current 
knowledge of publication guidelines, including routine consultation of 
reporting guidelines from EQUATOR (Woolley et al., ISMPP Annual 
Meeting, Arlington VA, USA, 2015), it would be interesting to know 
how many of the writers in the current study were certified – the 
number may be very small, but would be helpful for readers and 
researchers to start to gain this type of information. Peer reviewers 
and editors can now check whether a writer is certified via a free 
online directory (http://www.ismpp.org/cmpp-directory; AMWA may 
be launching a similar directory for their certification program). 
Relevant to writer affiliation, previous research (Wager et al., BMJ 
Open, 2014) has shown that publication professionals, particularly 
those from large agencies, are aware of and enforce Good 
Publication Practice guidelines. Although the sample size in the 
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current study may have limited subset analyses of the type of writer 
(intervention) and reporting quality, including these descriptions of 
the intervention could set a useful precedent for future research 
studies on writer use. Further information about writer type would 
have been available to the authors and, on the basis of what we do 
know about apparent differences in knowledge and compliance 
based on writer type (certified vs noncertified; agency vs freelance), 
there is justification to provide better reporting of writer type.  
The authors do provide a list of the CONSORT items selected for 
analysis and how they assessed compliance (Supplementary 
material, Table 1). The authors could consider including an 
addendum to this table to remind readers of the items that were 
NOT assessed. Of course, the reader can go to the CONSORT 
guidelines to find this information, but it would be useful for the 
authors to remind the reader that better compliance cannot be 
assumed for a number of other and arguably important items (eg, 
reporting of efficacy, reporting of harms).  
There are no ethical concerns with the research question or method 
used.  
 
e. Results — answer the research question? Credible? Well 
presented?  
The results have been presented well, although some additional 
details would help the reader.  
The authors present the breakdown in the time between submission 
and acceptance for a subset of articles where additional timeline 
information was available (Supplementary material, Table 2; n = 55 
articles with writing support vs n = 64 articles without writing 
support). The authors should provide a better description of the 
subset than currently provided (the reader needs to assume or self-
calculate that this subset if for all articles ie, whether industry-
sponsored or not). To complement Table 2, it would be very helpful 
for the authors to provide an additional table for the breakdown in 
the time between submission and acceptance for only industry-
sponsored articles. The authors present the overall timeline (p 13), 
but no breakdown data. Doing so would reduce the sample size, but 
even seeing the data presented descriptively (ie, median and 
interquartile range) would allow the reader to consider where the 
delays are occurring ie, at the peer review stage (which would likely 
have a knock-on effect for the response to reviewers stage) or at the 
editorial stage. Taken together, the tables for all articles and 
industry-sponsored articles could provide hypothesis-generating 
insights. Is the pattern of delay the same? If the authors could 
provide post-hoc analyses of what happens with delays when 
articles are matched for markers of study complexity, this would also 
allow for more hypothesis-generating insights. If the involvement of 
medical writers (vs study complexity) is associated with delays at the 
first stage of peer review, what is the rational basis for this? The 
articles with writing support appear to be more compliant and better 
written and, if industry funding is removed as a confounder, why 
would such articles take longer to review? As good writers often 
need to be good project managers (a quick look at writer 
responsibilities in the GPP2 and GPP3 guidelines reveals the need 
for project management expertise), it is not clear why the 
involvement of a writer per se would drive delays. The plausibility of 
writers being associated with delays may be less plausible than 
study complexity being associated with delays (ie, more complex 
studies may cause reviewers to generate more comments), but the 
data that may provide insight into the drivers for such delays (and 
provide insight to guide future research) are not presented in full.  
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The authors do address the potential bias from “year of publication”, 
highlighting that even if publication year was controlled, the odds 
ratio for better compliance was 1.88 higher with medical writing 
support. The authors could consider providing readers with an extra 
graph in the supplementary material plotting compliance via year for 
articles with and without medical writing support. Temporal patterns 
are easier to see when graphed.  
The authors may consider providing specific details in the 
Supplementary Material regarding the increasing prevalence of 
declared medical writing support during the study period. These data 
could serve as useful reference material for future analyses of 
temporal trends for declared medical writing support for industry- 
and non-industry funded research published in the peer-reviewed 
literature.  
 
f. Interpretation and conclusions — warranted by and sufficiently 
derived from/focused on the data? Discussed in the light of previous 
evidence? Message clear?  
 
The discussion section is structured and concise, but the authors 
could consider providing more details on the limitations of the study 
(eg, see above re, confounding variables, type of writer, when 
articles were assessed).  
Further, given the paucity of evidence on the use of professional 
medical writers, the authors could consider providing specific 
guidance for future research (ie, hypothesis-generating ideas). This 
request goes beyond having authors offer a “more research is 
needed” response. The authors have conducted an important study 
and they are in a strong and credible position to provide specific, 
thought-provoking ideas about what to measure in terms of medical 
writing support and how to measure it. I appreciate the debate that 
has been held in The BMJ regarding speculation in the discussion 
section (ie, Docherty M and Smith R, BMJ, 1999 and Skelton JR and 
Edwards SJL, BMJ, 2000). I recognise the need for restraint, but 
agree with Skelton and Edwards’ views that speculation can drive 
hypothesis generation.  
The broad confidence interval for the positive effects of writing 
support, coupled with the failure to achieve extremely high levels of 
compliance on the pre-selected CONSORT items, point to the need 
for even greater efforts to educate writers and authors about the 
need to comply with reporting guidelines. Relevant to this point, the 
authors could relate their results to those obtained in the Global 
Publication Survey (Wager et al., BMJ Open 2014) as well as the 
subset of data based on this survey regarding certified vs 
noncertified writer use of reporting guidelines (Woolley et al., ISMPP 
Annual Meeting, Arlington VA, 2015). There is clearly room for 
writers and authors to work together better to comply with reporting 
guidelines.  
In a climate where some authors working in industry-funded studies 
are declining professional medical writing support because of 
transfer of value concerns, the authors’ finding that, within the 
industry cohort, the compliance with CONSORT was more than 
twice as likely when medical writers were used has important 
implications. Industry sponsors should be aware of the risks 
associated with incomplete reporting that they may incur (as well as 
the risks to healthcare professionals and patients guided by RCT 
publications) by relying only on authors, their own review process, or 
the journal’s peer review process to comply with reporting 
guidelines. Fewer than 1 in 5 of the 12 pre-selected items were 
reported without writing support – is this sufficient? Also, when using 
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a writer can be seen in some regions as a sign of weakness, this 
research indicates that use of a writer may signal not weakness, but 
a commitment to take practical steps to enhance reporting quality.  
The authors could also stress the need for peer reviewers to do a 
better job of insisting upon compliance with reporting guidelines. 
There are many issues known to be associated with peer review, but 
this study reinforces that the peer review process could be more 
effective if reviewers and editors insisted upon compliance with 
reporting guidelines. Do readers, clinicians, and patients deserve 
more from a “QC process” that should be picking up (and stopping) 
poor reporting? The peer review process may not be well placed to 
detect fraudulent reporting, but it should be able to detect incomplete 
reporting. There is evidence that such insistence could make a 
meaningful difference, based on an assessment of the quality of 
compliance with CONSORT for abstracts guidelines and the extent 
of reinforcement made by journals (Hopewell et al., [reference #7 
cited by the authors]). On a practical level, the fact that the articles in 
this study were drawn from 74 different journals means that 
educating peer reviewers to identify incomplete compliance with 
reporting guidelines would be a major endeavour. As noted above, it 
is reasonable to assume that other journals would also need to 
educate their peer reviewers. The benefit of training professional 
medical writers as well as training reviewers is that compliance may 
be enhanced during the manuscript preparation process (main 
effect) as well as after manuscript submission (QC step from peer 
reviewers ie, detecting any remaining compliance gaps).  
The conclusions made by the authors focus on quality of reporting, 
but do not include a statement regarding the timeliness of reporting. 
If the authors include a statement, it needs to take the confounding 
variables and the specific component of time (ie, not manuscript 
preparation time, rather time in peer review) into account or it could 
be misleading to the reader.  
 
g. References — up to date and relevant? Any glaring omissions?  
The paper is referenced well without evidence of citation bias. The 
authors could, however, cite the new GPP guidelines (GPP3 has 
now been published in Annals of Internal Medicine). The authors 
should also cite the updated systematic review from Roberta 
Scherer (now published in Journal of Clinical Epidemiology). Another 
two references are worthy of consideration. In terms of discussing 
training on guidelines (see p 14), the authors may wish to cite the 
research article from Marušić A. et al. (BMC Medicine 2014) as this 
study compared awareness and use of authorship guidelines among 
investigators, journal editors, medical writers, and publication 
professionals. Authorship guidelines are not the same as CONSORT 
guidelines, but when looking at robust development of manuscripts, 
knowledge of guidelines is important and this is another recent study 
that highlights that authors may need additional support to address 
their knowledge gaps. Another relevant and recent reference for the 
authors to consider is that by Camby I. et al. (Trials 2014). This 
study provides independent confirmation of the single study cited in 
the article regarding author views on professional medical writing 
support. Consistent with the finding by Marchington J. et al. 
(reference #33 cited by the authors), Camby et al. reported that 
almost 90% of authors valued professional medical writing support.  
 
h. Abstract/summary/key messages/what this paper adds — reflect 
accurately what the paper says?  
Abstract  
The abstract is consistent with the recommendations, although not 
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the order nor specific headings, in the draft STROBE for Abstracts 
checklist. Areas for the authors to review are:  
Setting: The start date of the sample should be included to allow the 
reader to assess the timeframe of the analysed articles (vs just the 
end date of the sample).  
Statistical methods: Describe control for confounding variables.  
Conclusions: The first sentence in the conclusions should include 
the population studied rather than imply that the results can be 
generalised to all trials. Given the observational nature of the study, 
the final concluding sentence may be viewed as too definitive. The 
authors should consider modifying the sentence ie, “Medical writing 
support may play an important role in raising the overall quality of 
reporting clinical trials.”  
Key messages / what this paper adds  
What this study adds: As noted above, if the authors include a 
statement about time it should be put into context re. confounding 
variables and what was measured (peer review time) vs what was 
not (manuscript preparation time) to avoid misleading the reader.  
 
i. Documents in the supplemental files eg checklists for reporting 
statements eg CONSORT, PRISMA, and STROBE (see 
http://www.equator-network.org for other examples and for 
extensions to existing statements); and the protocol for an RCT. Do 
these properly match what is in the manuscript? Do they contain 
information that should be better reported in the manuscript, or raise 
questions about the work?  
 
The authors provided a completed STROBE checklist for full papers. 
I have raised questions above about details for a number of items 
(eg, items 7, 8, 9, 12a, 12b, 12 e, 13a, 14a, 16a, 17, 19, 20, 21). My 
questions relate to the extent of reporting, rather than an item not 
being reported.  
 
I did not locate a protocol in the Supplementary Material and was 
unable to compare what was planned to what was reported. I 
appreciate this study was not an RCT, but if a protocol was 
prepared, it would be good to include it in the Supplementary 
Material.  
 
I have suggested some additional graphics (tables/figure) that the 
authors may choose to prepare and include in the Supplementary 
Material.  
 
OTHER  
Keywords  
Authors may consider adding MeSH terms: Peer Review (ie, given 
findings related to peer review process); Drug Industry (ie, given 
extent of industry sponsorship in sample).  
“About BMC” text box  
For some readers, this information will provide a concise and useful 
summary of where the journal articles were drawn from. For other 
readers, there is a risk that this information could be seen as 
promoting BMC. As I serve on the Editorial Board for the BMC 
journal “Research Integrity and Peer Review”, I want to ensure that I 
have raised this point for the authors and the editor to consider.  
P 16/17  
To clearly distinguish professional medical writing support from 
ghostwriting, I suggest the authors reconsider the phrasing used in 
the last sentence of p 16. Suggesting that “ghostwriters have no 
place in the development of manuscripts” may be a more helpful and 
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accurate description…and professional medical writers agree with 
this statement. There is no place for ghostwriters in manuscript 
preparation. Both articles cited by the authors refer to ghostwriters in 
the title, not medical writers. The article by DeBakey was published 
in 1995 ie, before the first GPP guidelines were released; the 
difference between professional medical writers and ghostwriters is 
recognised more now than it was 20 years ago. The article by 
Goldacre in 2010 focuses on the unethical involvement of 
ghostwriters rather than the legitimate contribution of disclosed 
professional medical writing support. If the phrasing in this sentence 
clarifies does use the term ghostwriting then the following sentence 
does not need to start with “However…”.  

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1 
 
Recommendation:  
 
Comments: 
I found this to be an interesting read - certainly fascinating and important findings but I'm not 
convinced that it has a tremendous significance. My congratulations to the authors on this wonderful 
piece of scientific work. 
 
Response: We thank the reviewer for this positive comment.  
 
 
In their interpretation of findings in this manuscript, the authors have mostly focused on the utility and 
relevance of medical writing support for articles describing randomized controlled trials (RCTs). But it 
seems to me that this manuscript adds more knowledge than what the authors have described. 
Previous research has shown that reports of RCTs conducted by the industry have a higher quality 
than those of RCTs conducted without industry sponsorship. I apologize that I do not recollect the 
specific references for this research at this time. The current manuscript provides at least one 
explanation for why reports of RCTs sponsored by the industry have higher quality - medical writing 
support. Furthermore, this work suggests that simply providing reporting guidelines, which are not 
uniformly enforced by journals, improves reporting quality to only some extent.  
 
Response: This is a very interesting point, and we have updated the manuscript accordingly on 
page 16 paragraph 1 and page 19 paragraph 1.  
 
 
Assuming that the medical writers for articles included in this manuscript were the ones actually 
ensuring inclusion and completeness of the CONSORT items studied here, which is a rather large 
assumption and one which the authors are making to interpret their findings in this manuscript, such 
professional can help to incorporate guidelines into the scientific reporting culture for RCTs. 
 
Having said the above, I think the findings in this study have several potential alternative 
explanations. In the least, the potential alternative explanations for findings in this study should be 
explicitly acknowledged. 
 
Response: We have added this as a limitation to the study on page 19: 
 
“The classification of articles in our study was based on the declaration of medical writing involvement 
support, and we have assumed that the enhanced quality of reporting can be attributed to this 
support.” 
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1. I am not certain whether "editorial assistance" translates into "medical writing". What is the 
distribution of articles in the medical writing group that reported the three terms - "medical writer", 
"medical writing", and "editorial assistance"? 
 
Response: The term ‘editorial assistance’ is sometimes used to indicate medical writing support, 
although this practice is discouraged (Jacobs et al. 2005). Among the articles in this study, the 
distribution of these terms was: ‘medical writer’ (12.7%); ‘medical writing’ (43.6%); ‘editorial 
assistance’ (21.8%) and ‘medical writing’ and ‘editorial assistance’ (21.8%). 
 
 
2. No restriction on the year of publication was specified. When was BioMed Central established? Its 
inception is a restriction by design. 
 
Response: As highlighted in the manuscript, BioMed Central was established in 2000. The earliest 
article to meet the inclusion criteria for the study was published in 2001. 
 
3. Is there any data that indicate how good the search terms in Figure 1 are to query BioMed Central? 
Was the search strategy evaluated in any way? Does BioMed Central provide an interface to search 
its journals? If yes, and if that interface was used by the authors for this study then I suggest that they 
include the URL for the webpage in the manuscript. 
 
Response: We conducted various test searches and, as far as we can tell, the search terms were 
appropriate for querying BioMed Central.  
 
As requested by the reviewer, we have provided a reference to the BioMed Central search engine 
(reference 19).  
 
4. The notion of using "page numbers" to reduce the sample in the non-medical writing group is not 
clearly described. A more clear explanation of what was done in this step will help the uninformed 
reader. Why did the authors choose page numbers for the sample reduction step? How were the test 
searches conducted? 
 
Response: We chose page numbers because it was a simple and systematic method to reduce the 
sample size. Test searches were conducted using pages numbers 1 and 2 and the resulting articles 
screened for eligibility. Based on the number of included articles, it was estimated that filtering on 
page numbers 1–7 would yield a similar sample size as the medical writer article cohort.  
 
We have added further clarification of this point on page 7: 
 
“To reduce the size of this group in an systematic, unbiased way, articles with page numbers 1–7 
inclusive were selected based on their page number. (In BioMed Central journals, each article is 
assigned a single page number.) Test searches showed that restricting the page numbers to this 
range 1–7 would yield a similar number of articles to that in the group with declared medical writing 
support.” 
 
5. If this study was meant to have a cross-sectional design then why was it important to ensure a 
similar number of articles in both the groups? It seems to me that simply ensuring similarity in the 
number between the groups does not add value in terms of avoiding/reducing bias. 
 
Response: We reduced the size of the control group for practical reasons, and acknowledge that this 
may not have added value in terms of avoiding/reducing bias.  
 
6. Following up on #5, did the authors anticipate during study design that publication year is an 
important covariate? If yes then I think that matching on year the articles were first submitted to the 
journal as well as the journal itself (and selecting a random subsample for the non-medical writing 
group) will yield a more systematic sample and ensure similar sample sizes in the two groups. 
 
Response: We did consider publication year and journal as possible covariates. In a pilot study, we 
examined the possibility of matching articles based on journal and publication year. Unfortunately, 
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matching each article was found to be extremely time consuming and complicated, particularly for 
articles published in the same journal.  
 
7. I would have thought the journal to be a relevant covariate in the logistic regression model, in case 
journals in BioMed Central tended to rely upon the same subset of reviewers (e.g., 
methodologists/statisticians) for articles submitted to them. Did the authors consider this variable as a 
covariate? 
 
Response: As highlighted above in the reviewer’s point 6, we did consider journal as a covariate. 
However, we did not include this in the logistic regression model. 
 
8. The outcome for the logistic regression is somewhat amorphous and its relevance is arguable. I 
would at least want to see a sensitivity analysis for variants of the outcome reported in the current 
draft - proportion of articles that reported all items, 90%, and 75% or 67%. 
 
Response: As requested, please find below a table presenting these values. 
 
 

 Proportion of articles correctly reported 

 ≥50% ≥66.6% ≥75% ≥90% 100% 

No medical writing 
support 

21.1% 4.9% 1.6% 0 0 

Medical writing 
support 

39.1% 18.2% 9.1% 0.9% 0 

 
 
9. The contents in the Box are not helpful to understand this article. I had expected to see other 
detailed information about BioMed Central, such as the number of journals per scientific/clinical area, 
range of inception years for the journals, and whether any journals in BioMed Central do not publish 
articles of randomized controlled trials because their focus is on basic/theoretic/fundamental aspects 
of science. 
 
Response: The number of journal titles published by BioMed Central has now increased to 290. It is 
not practical to report the inception years for all these journals and whether they publish articles 
describing randomized controlled trials. We would question the value of classifying all titles into 
scientific/clinical area, but we have updated the text box as shown below:  
 
“About BioMed Central 

Founded in 2000, BioMed Central is the largest open access science publisher. 

BioMed Central publishes over 290 peer-reviewed journals, which span in a wide range of scientific 
disciplines many areas of biology and medicine, with impact factors ranging from 0.4 to 10.5. 

To date, approximately 250 000 articles have been published by BioMed Central. 

For some BioMed Central journals, pre-publication history is available, including peer reviewers’ 
comments and the dates of submission, peer review, and editorial acceptance.” 
 
 
10. How much copy editing assistance does BioMed Central provide to authors? It is common 
knowledge that in the case of some journals, articles are copy edited in detail after acceptance.  
 
Response: We don’t know the level of copy editing assistance provided by BioMed Central, and 
support may be journal-specific. Please note that the reviewers’ assessment of the quality of the 
written English is conducted on the original submission, prior to any editing assistance from the 
journal. 

 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-2015-010329 on 21 F

ebruary 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/


11. I would like to see a histogram of number of articles in the two groups that were marked in each of 
the three categories for quality of written English. I suppose the authors are using the reviewers' 
comments on the original manuscript submission to BioMed Central; is that correct? 
 
Response: It is correct that the reviewers’ comments were based on the original manuscript 
submission. As requested, please find below a histogram showing the distribution of reviewers’ 
comments, stratified by medical writing support.  
 

 
 
 
13. I would like to see a figure of the prevalence of articles declaring medical writing and calendar 
year - mostly out of academic curiosity, perhaps in the appendix. 
 
Response: We have added this figure to the supplementary information as requested, please see 
below. 
 

 
Supplementary figure 1. The year of article publication, stratified by medical writing support. 
*Adjusted to number of articles per 12 months.  
14. Do the authors know the primary country in which the included trials were conducted? If yes then 
it will be relevant information because they consider trial registration as an outcome in their analyses. 
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Response: Unfortunately, we did not collect this information. 
 
 
15. The authors found large differences in the time taken for peer review and subsequent revisions for 
articles authored with medical writing support. Could this difference be explained by time trends 
(calendar year) or publication on behalf of a study group? 
 
Response: It is possible that these factors influenced the time between manuscript submission and 
acceptance, but we did not conduct any statistical analysis to examine this question. 
 
 
15. What was the distribution of clinical areas for manuscripts included in this study? 
 
Response: The distribution was as follows: gastrointestinal (2.6%); cardiovascular (14.2%); central 
nervous system (9.4%); oncology (6.9%); infectious disease (15.0%); respiratory (12.4%); analgesics 
(11.6%); diabetes (4.7%); arthritis (6.9%) and others (16.3%). 
 
16. Table 2 is not helpful; the information is already described in the text. 
 
Response: We have deleted Table 2 as requested by the reviewer. 
 
 

17. Could the differences in some of the outcomes, such as completeness of sample size 
calculations, specification (completeness) of the primary outcome, and the type of randomization be 
attributed more to the participation of a statistician or an epidemiologist in the RCT instead of medical 
writing support? Maybe the methodologist was instrumental to ensure appropriate specification of the 
details in the study protocol, which in turn got transferred to the manuscript. 
 
Response: Articles in BMC journals do not provide information regarding authors’ job titles, and few 
of the manuscripts provided detailed information in the ‘Author’s contributions’ section. So, 
unfortunately, it was not possible to examine this point.  
 
Normally in the development of a manuscript, the medical writer will be provided access to the study 
protocol and the clinical study report. Medical writing support usually includes ensuring that the 
manuscript is compliant with the submission guidelines of the target journal, so we think that the 
differences between the groups can be attributed to this support. 
 
18. Did any of the articles included in this study report multiple primary outcomes? If yes then how did 
the authors deal with such studies for their analysis on specification/completeness of the primary 
outcome? 
 
Response: Very few studies reported multiple primary outcomes. As outlined in supplementary 
table 1, these would need to be defined and fully described to be classified as completely reported. 
 
19. Do the authors have any insight into why we see associations for some variables but not for 
others? 
 
Response: We observed associations between medical writing support and the completeness of 
reporting and the quality of the written English. The association of increased manuscript acceptance 
time and medical writing support was unexpected, and we have discussed possible reasons for this in 
the manuscript. 
 
Reviewer: 2 
 
Recommendation:  
 
Comments: 
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Review for “Professional medical writing support and the quality of randomized controlled trials 
reporting: a cross-sectional study” by Gattrell et al. 
 
The topic of this paper, examinig the impact of medical writing support on the reporting of randomized 
clinical trials, has not been examined previously.  The authors compare a set of trials published in the 
BMC journals divided by the presence of medical writing assistance versus none, and look at whether 
each of 12 CONSORT items has been reported in a subsequent publication , and the length of time 
from submission to publication.  Inasmuch as medical writing support becomes increasingly prevalent 
as trials become larger and more complex , the topic is timely.  Overall, the paper is well-written, 
although I have some concerns. 
 
1.When the groups of trials are divided by the presence of medical writing support, two differences 
between groups emerge.  Trials with medical writing support are published later and are almost all 
completely funded by industry. Although the authors state that “it seems unlikely that the results of 
this study can be attributed to these differences…” (page 15, lines 3-4), the only support they provide 
for this argument is that the comparison of industry funded studies with and without medical writing 
support showed no difference in the reporting of CONSORT guidelines.  They do not provide an 
argument for the difference in distribution of publication years. Given that 1) most of the trials with 
medical support are published after 2010 (following the 2010 CONSORT update) and none before 
2005 (when CONSORT 2001 was introduced), and 2) that each year of publication is associated with 
an increase of 18% in reporting the CONSORT items selected for evaluation; it seems that this issue 
needs to be examined in more detail before they can state that it is unlikely that these characteristics 
are unlikely to make a difference.  
 
Response: As mentioned in the results section, a logistic regression analysis was conducted to 
examine the effect of publication year. The odds ratio of reporting at least 50% of CONSORT items 
completely for articles with declared medical writing support was 1.88 (95% confidence interval 1.03 
to 3.42). 
 
Furthermore, in response to a query from reviewer 3, a graph of publication year vs completeness 
(please see below) demonstrates the effect of medical writing support. This graph has been added to 
the supplementary information. 
 
 

 
 
 
2. The authors also say that the trials with medical writing support were more likely to have 
“acceptable English”.   The measure they use is relatively crude (asking reviewers to categorize into 
three categories of acceptable English).  Also, in my experience, this categorization tends not to be an 
issue with English among English language or English speaking countries, but with non-English 
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speaking countries.  What was the country of origin of the trials (or more precisely, trial authors) and 
did this differ by the use of medical writing support?  
 
Response: This is an interesting point raised by the reviewer. We found that the proportion of articles 
with the corresponding author having an affiliation from a native English speaking country was very 
similar for both groups: 49.1% and 50.4%, respectively, for articles with and without medical writer 
support. On this basis it seems unlikely that the difference in the quality of the written English can be 
attributed to the origin of the corresponding author. 
 

3. In the flow diagram, reasons for exclusion include articles with “No declared medical writing 

support” for the Medical Writing Support Group, and “Declared medical writing support” for the No 

Medical Writing Support Group.  No numbers were provided – how big a problem is this? If these 

represent a high proportion of the excluded trials, then this is an important finding. 

 
Response: This was a very minor issue. Because a free-text search was conducted, the results could 
contain articles discussing the role of medical writing (rather than articles written with medical writing 
support). All articles were reviewed manually to ensure medical writing support in the development of 
the manuscript. 
 
 
4. Justification for choosing BMC journals rather than a random sample or other journals should be 
provided. 
 
Response: The prevalence of medical writing support has been estimated to be 6–11% (Nastasee et 
al. 2010, Woolley et al. 2006). One of the biggest challenges in the study design was identifying a 
sufficiently large sample of articles with declared medical writing support. This difficulty has been 
reported by others (Jacobs 2010). To clarify this point, we have updated the manuscript on page 7:  
 
“We examined the reporting of the results of RCTs of pharmacological interventions published in 
BioMed Central journals (Box). A pilot study in other journals yielded an insufficiently large sample of 
articles with declared medical writing support. These BioMed Central journals endorse the CONSORT 
statement and have been used in previous studies of adherence to the CONSORT guidelines.[18] We 
conducted a search on 16 July 2014 using the BioMed Central website[19] to identify articles that 
described the results of RCTs. No limits were set for the year of article publication. The search terms 
used are shown in figure 1.” 

 
5. Discussion – page 15; why would queries from peer reviewers be “more complicated for articles 
with medical writing support than for those without”?   If anything, one would expect them to be less 
complicated, especially if the initial submission were written more clearly as one would expect from 
publications using medical writing support.  
 
Response: We found that more patients were included in articles with medical writer support than in 
those without. As highlighted by reviewer 3 “more complex studies may cause reviewers to generate 
more comments.” 
 
 
Minor compulsory revisions 
1. Discussion, line 18-19 – Completeness of reporting was higher than what? 
 
Response: We have updated the discussion on page 17 paragraph 1 accordingly:  
 
“Completeness of reporting was higher enhanced across a range of important items from the 
CONSORT checklist, including the specification of the primary outcome, and details of the sample 
size calculation and randomisation.” 
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2. Introduction, line 41-42 – a systematic review looking at authors’ reasons for non-publication was 
published in Journal of clinical Epidemiology  - could also cite (Scherer et al, Journal of Clinical 
Epidemiology 68 (2015) 803-10).  
 
Response: We thank the reviewer for this suggestion, and have incorporated this citation in the 
introduction (reference 11). 
 

Reviewer: 3 

 
Recommendation:  
 
Comments: 
Peer Reviewer’s Comments 
 
Journal The BMJ 
Peer Reviewer Professor Karen L. Woolley BHMS Ed Hons PhD CMPP 
Manuscript ID BMJ.2015.028255 
Title Professional medical writing support and the quality of randomised controlled trial reporting: a 
cross-sectional study 
Authors William T. Gattrell, Sally Hopewell, Kate Young, Paul Farrow, Richard White, Elizabeth 
Wager, and Christopher C. Winchester 
 
 
My peer review comments are based on The BMJ guidelines for all articles and for research articles , 
the STROBE guidelines (for abstracts and for full papers), and my experience as an author, 
publication professional, peer reviewer, and journal reader.  I have submitted my Competing Interests 
to The BMJ, but declare upfront that I work in a paid and in a voluntary manner for commercial and 
non-commercial organisations that provide education and services related to ethical and effective 
preparation of publications.   
 
 
This is a concise and well-written paper describing original research on a topical issue, use of 
professional medical writing support.  This paper could provide an important and useful contribution to 
the limited evidence on this issue.  
This paper summarises results from an observational study investigating the association between the 
use of professional medical writers and: 
(a) the quality of randomised control reporting and 
(b) the speed of the submission-to-acceptance stage.   
The study showed that articles with professional medical writing support were of higher quality, based 
on enhanced (but clearly not perfect) compliance with pre-selected CONSORT items and on the 
standard of written English, compared with articles without support.   
Readers should be aware that this study did not investigate the speed of manuscript preparation.  
Although articles with medical writing support were more compliant with CONSORT and easier to 
read, the time from submission-to-acceptance was longer, compared with articles without support.  A 
subset analysis indicated that the delay appeared to begin at the peer-review stage (ie, the generation 
of and response to reviewers’ comments); there was no difference in time at the editor decision stage.   
The study also showed that the peer review process did not ensure articles complied with the pre-
selected CONSORT items, even though the journals publishing these articles endorsed CONSORT. 
Consistent with the study design, a number of confounding variables are apparent and not all of these 
have been addressed.  Nevertheless, the results of the study have practical implications for those 
concerned about how to enhance the quality of reporting of clinical trials and those concerned by the 
level of CONSORT compliance accepted in peer-reviewed publications of randomised controlled trial 
results.  This audience should include researchers, sponsors, professional medical writers, peer 
reviewers, editors, and, ultimately, patients. 
 
BMJ guidelines for all articles 
 
1. Is the article important? 
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Yes.  The importance of the article relates to its contribution of empirical evidence, rather than 
opinion, to help guide decision-making on the use of professional medical writers.  The article has 
limitations that the authors may or may not be able to address (see below) and, given the focus of the 
article, the editor, of course, will need to decide if The BMJ is the most appropriate journal for the 
article. 
 
Response: We thank the reviewer for these positive comments. 
 
 
2. Will it help our readers to make better decisions and, if so, how? 
The BMJ aims to “help doctors make better decisions”.  By itself, this article is unlikely to have an 
immediate or meaningful impact for doctors in their daily care of patients.   
However, this article does have important and very practical implications that may affect the decisions 
that researchers, peer reviewers, and editors make in terms of preparing and evaluating the types of 
articles (ie, RCT reports) that can influence the daily care of patients.  The BMJ “gives priority to 
articles reporting original, robust research studies that can improve decision making in medical 
practice, policy, education, or future research and will be important to general medical readers 
internationally.” This article reports original research that could improve decision making in policy, 
education, and future research.  Given the association (not causation) between the use of 
professional medical writers and higher quality reporting, this research could stimulate evidence-
based discussions on practical measures to enhance reporting of research.  Notably, involvement of 
writers was not associated with 100% compliance with CONSORT items and this deserves more 
attention than the authors currently provide (see below).  However, a considerable difference was 
apparent between articles with and without writing support.  The BMJ is not shy from encouraging 
debate and these results may provide a catalyst for policy makers, educators, and funders of future 
research to shift the focus on writing support from the legitimacy of professional medical writers 
(although there are still some readers and editors who conflate professional medical writers with 
ghostwriters; the two are NOT the same) to the value, if any, provided by professional medical writers.   
This discussion is relevant whether discussing industry- or non-industry-funded research.  Writing 
cost should not be used as an excuse - if research cannot be reported properly, why should it be 
funded at all?   
The results from this study could and should raise questions regarding the peer-review process in 
journals that endorse CONSORT (whether BMC journals or others).  Why are articles reporting results 
from randomised controlled trials passing peer review when noncompliance with CONSORT is clearly 
evident? 
As concerns about reporting quality exist internationally and as medical writers are used 
internationally, this article should be of international interest. 
 
Response: Again, we thank the reviewer for these positive comments. 
 
 
3. Will the article add enough to existing knowledge? 
Given the paucity of empirical evidence to guide decision making on the use of professional medical 
writers, it is relatively easy for this article to “add enough to existing knowledge”.  Notwithstanding that 
this is an observational, rather than an interventional, study, the article provides useful insights into 
not just the quality of reporting, but also raises questions about when writers are used and how well 
writers perform, as well as revealing the need for future research to distinguish between writer 
involvement and study complexity when examining peer review time and, most likely, manuscript 
preparation time.  Controlling for publication year and industry sponsorship would also be prudent. 
 
Response: As presented in the manuscript, we have stratified the results according to industry 
funding and have analysed the effect of publication year. 
 
 
4. Does the article read well and make sense? 
Consistent with the findings of the study, this article, prepared with professional medical writing 
support does read well.  There are a number of details that the authors could provide to allow the 
reader to make more sense of the results, particularly in terms of confounding variables (see below).  
A more critical discussion of the effect size and broad confidence interval associated with CONSORT 
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compliance and medical writing support would also help the reader gain a more balanced perspective 
of the results and focus attention on the quality of writing support.   
 
Response: We have updated the discussion on page 17 to give a more balanced perspective of the 
study results: 
 
“The findings of our study also suggest that overall compliance with CONSORT guidelines is lacking. 
Even with professional medical writing support, fewer than half of the articles reported at least 50% of 
CONSORT items completely.” 
 
 
BMJ guidelines for research articles 
1. Originality — does the work add enough to what is already in the published literature? If so, 
what does it add? Please cite relevant references to support your comments on originality. 
Yes, this research makes a meaningful addition to the limited information available in the published 
literature.  This study confirms and extends earlier, but more limited, research showing that articles 
prepared with professional medical writing support (most often sponsored by industry) were more 
likely to comply with CONSORT guidelines than articles without such support (Jacobs A [reference 18 
cited by authors]).  This is the first study to show that even within an industry subset of articles, 
professional medical writing support was associated with enhanced compliance with CONSORT, 
indicating that industry sponsorship alone does not explain enhanced compliance.   Indeed, this study 
also showed that when writing support was not used there was no association between funding 
source and compliance. This study also provides more granular information on the association 
between writer involvement and submission-to-acceptance time than has been previously reported 
(Bailey [reference 25 cited by authors]; Woolley et al. [reference 26 cited by authors]).  This study is 
not definitive, but provides useful insights to guide further research on the use of professional medical 
writers. 
 
Response: We thank the reviewer for these comments. 
 
2. Importance of the work to general readers — does this work matter to clinicians, researchers, 
policymakers, educators, or patients? Will it help our readers to make better decisions and, if so, 
how? Is a general medical journal the right place for it? 
 
Please see comment above (All research; Q2).   
 
3. Scientific reliability 
 
a. Research question — clearly defined and appropriately answered? 
The question is clearly defined in terms of the “quality of reporting” outcome, but less so for the 
“timeliness of reporting” outcome.  The research investigated the timeliness of the peer-review 
process rather than the timeliness of reporting (a casual reader could infer timeliness of reporting 
included manuscript preparation time).  The authors clarify that timeliness refers to submission-to-
acceptance time in the methods of the abstract, but not in the objectives of the abstract nor in the 
aims in the introduction.  Greater clarity in these sections could help minimise the risk of a reader 
drawing unwarranted inferences, particularly given the presence of potentially confounding variables 
(eg, larger studies, more authors, more papers prepared on behalf of a study group) that could be 
expected to delay reporting, whether a writer was involved or not.  If the timeliness of reporting 
outcome was described more clearly and the limitations made more evident, this part of the research 
question could be answered more appropriately. 
 
Response: We have updated the introduction as shown below. We think that the abstract provides 
sufficient clarity regarding timeliness, as it is defined in both the methods and results sections.  
 
“In this cross-sectional study we aimed to examine the relationship between declared medical writing 
support and the quality and timeliness of articles reporting RCTs. Timeliness of acceptance was 
measured by the time between manuscript submission and editorial acceptance by the journal.” 
 
b. Overall design of study — appropriate and adequate to answer the research question? 
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Ideally, a prospective, randomised, controlled, interventional study (intervention = professional 
medical writing support) would be used to address the question on the effect of professional medical 
writing support on the quality and speed of manuscript preparation.  Researchers and funders would 
like to know whether there is value in paying for medical writing services.  However, nobody has 
conducted such a study and who would pay for such a study is not clear.   
 
Until such a study is done, we rely on observational studies to help gaining insight into the relationship 
between writer use and quality or speed.  As recommended by the STROBE guidelines, observational 
studies should take potential confounding variables into account. This study has used an 
observational design, but a number of confounding variables did not appear to be taken into account 
in the design phase. There was no protocol submitted so it is unclear what type of matching and types 
of sensitivity analyses were determined before the study started and what types of post-hoc 
exploratory analyses were conducted after inspecting the results (and that would have been disclosed 
as such!). For example, it would have been of interest to know whether study characteristics (not just 
year of reporting) confounded the results associated with writer use.  On a practical level, authors 
may choose to use writing support for large and complex studies – these are the types of studies 
where it might be expected that peer reviewers raise more questions and it takes longer for authors to 
address numerous questions.  Notably, surrogates of study complexity (eg, written on behalf of a 
study group, number of patients, number of authors) were higher in the cohort of articles with writing 
support.  Therefore, does a longer time in the peer-review process reflect writer involvement or study 
complexity?  The authors comment on study complexity and submission-to-acceptance time in the 
discussion, but were any apriori or post-hoc analyses conducted to investigate the potential effect of 
the confounding variables that did end up being different between the writing and no writing groups?  
A statistician may advise on the risks and benefits of these analyses.  If included, the authors could 
caution the reader about the limitations of the analyses. 
 
Response: No apriori or post-hoc analyses were conducted regarding manuscript submission to 
acceptance time. Data for the different stages in manuscript submission were analysed descriptively. 
 
In terms of study design, if the authors had measured compliance for the submitted article, this would 
have removed the potentially confounding influence of the peer review process enhancing compliance 
(eg, peer reviewers, rather than writers or authors, insisting on better reporting for CONSORT items).  
The authors should comment on why they did not measure compliance for the submitted article.  
An additional strength to the study would have been if the authors had looked at how much the peer 
review process enhanced compliance with CONSORT by measuring compliance for the submitted 
and the published article.  Given the low level of compliance for the pre-selected subset of CONSORT 
items for articles without writing support (21.1%), including articles within the industry subset (17.9%), 
it is reasonable to assume that the peer review process was not effective in driving compliance, even 
though the full set of CONSORT items was not studied. 
 
Response: We thank the reviewer for this insightful comment. Unfortunately, we did not consider 
assessing the submitted article rather than the final, published piece. This is likely to have 
strengthened the study. We have added a comment regarding the responsibility of peer reviewers and 
journal editors to ensure compliance with CONSORT criteria on page 17/18: 
 
“The findings of our study also suggest that overall compliance with CONSORT guidelines is lacking. 
Even with professional medical writing support, fewer than half of the articles reported at least 50% of 
studied CONSORT items completely. As well as authors, both peer reviewers and journal editors 
have responsibility for ensuring that articles adhere to reporting guidelines. However, peer reviewers 
often fail to notice important deficiencies in the reporting of RCTs.[18] In fact, peer reviewers may not 
understand the importance of checking the compliance of articles with CONSORT guidelines, possibly 
as a result of insufficiently explicit instructions regarding their role.[24] From our own experience, 
checking an article for compliance with the full CONSORT checklist would take approximately 1 hour. 
We would suggest that this is a specialized task that could be undertaken by a designated member of 
journal staff, or even by a professional medical writer.” 
 
c. Participants — adequately described, their conditions defined, inclusion and exclusion criteria 
described? How representative were they of patients whom this evidence might affect? 
In this observational study, articles were studied rather than participants. The authors have included 
useful descriptions of the types of articles included and excluded and have presented a brief summary 
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of article characteristics.  Including some additional details (eg, study phase) would have been helpful 
given the discussion about study complexity and submission-to-acceptance time.   
 
Response: We did consider reporting the distribution of articles according to study phase, but in 
many cases it was not possible to distinguish between phase 2 and phase 3 studies. For this reason 
we presented the number of patients in the study. 
 
In addition, author affiliation (eg, whether from English-as-second language countries, whether from 
low-, middle-, or high-income countries) would have been of interest given the assessment of written 
English as a component of quality and previous associations between quality of reporting (based on 
ethical reporting) and country income (Stretton et al., CMRO 2012).   
 
Response: We found that the proportion of articles with the corresponding author having an affiliation 
from a native English speaking country was very similar for both groups: 49.1% and 50.4%, 
respectively, for articles with and without medical writer support. On this basis it seems unlikely that 
the difference in the quality of the written English can be attributed to the origin of the corresponding 
author. 
 
The articles, while drawn only from BMC journals, were published across a number of journals and 
may be representative of the types of articles submitted to and published by journals that publish 
reports of RCTs of pharmaceutical interventions and that endorse the CONSORT guidelines.  The 
articles included in this research study may be less representative of the types of articles submitted to 
and published in journals that do not endorse CONSORT (ie, differences may have been larger if 
authors do not receive guidance from the journal to complement that which may have come from the 
writer) or to journals that endorse CONSORT and have policies to actively implement compliance with 
CONSORT (ie, differences may have been smaller if authors received stronger demands from the 
journal to comply with CONSORT). 
 
Response: This is an interesting observation, and we have added some discussion of this point to 
pages 19: 
 
“Finally, the articles that met the inclusion criteria for our study were from 74 different journals, but it 
remains to be seen whether our findings are applicable to journals other than those published by 
BioMed Central. The articles included in this study may not be representative of those published in 
journals that do not endorse the CONSORT checklist (i.e. the effect of medical writing support may be 
increased if authors do not receive guidance from the journal). Conversely, the effect of medical 
writing support may be reduced in journals that ensure compliance with CONSORT criteria.” 

 
d. Methods — adequately described? Main outcome measure clear? Is the study fully reported 
in line with the appropriate reporting statement or checklist (these are all collected and regularly 
updated athttp://www.equator-network.org/)? Was the study ethical (this may go beyond simply 
whether the study was approved by an ethics committee or IRB)? 
 
Most of the methods used are adequately described, but some additional details could help clarify 
what was done and why.   
The main outcome measure was clear although pre-selection of a limited number of CONSORT items 
introduces the potential for bias.  The authors explain why they chose these items, but do not explain 
why they did not measure all items, as was done in the earliest and only other study on writer use and 
CONSORT compliance (Jacobs A [reference 18 cited by authors]).   Given that this earlier study 
showed that writer use was most strongly associated with compliance for reporting harms (ie, 
significantly better reporting when writers were involved) and given concerns about inadequate 
reporting of harms, it would be useful for the authors to justify why they did not include this item within 
their selection of CONSORT items.  
 
Response: As described in the manuscript, the choice of CONSORT items to be assessed was 
based on previous studies that have shown methodological details to be poorly reported, such as 
information on sample size calculations, primary outcomes, random sequence generation and 
allocation concealment (Jacobs 2010 and Hopewell et al. 2010). The selection was endorsed by Sally 
Hopewell, a member of the CONSORT group. We agree that it may have been informative to have 
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included the reporting of harms. However, we would contend that some items are difficult to assess 
objectively, in particular items relating to the discussion section of an article, and would question the 
value of examining other items, such as whether the abstract provides a structured summary, which is 
largely dependent on the formatting specifications of the journal. 
 
Similarly, it would be useful for the authors to justify why they analysed their data differently to the 
analysis used previously. 
 
Response: In the study by Jacobs, the results are presented as the mean number of CONSORT 
items completed out of all 22 items. We did not present our data in this format because we focussed 
on a sub-set of items. Furthermore, in contrast to the Jacobs study, some items could be classified as 
not applicable, e.g. blinding in open-label studies.  
 
 
In terms of the measurement of compliance, it would also have been useful to clarify that compliance 
was measured for the published article, not the submitted article – both would have been available 
from a BMC search.  I think readers can assume the assessment was made on the published article, 
although this was not stated explicitly in the data extraction section nor noted as a limitation (see 
above re. confounding effect from peer review if assessing compliance for the published vs submitted 
article).   
 
Response: We have clarified that the assessment was conducted on the published version of the 
article on page 8: 
 
“The published version of each article was evaluated. We assessed the completeness of reporting of 
RCTs by scoring articles using a subset of 12 items from the 2010 CONSORT checklist[5] that have 
previously been shown to be poorly reported.[6 20]” 
 
In terms of the “intervention” (albeit assessed via observation) and in the spirit of the TIDieR reporting 
guidelines, it would have been useful to clarify the type of writers used ie, whether certified or not, 
whether from large agencies or not, whether postgraduate qualified or not.   This type of information 
should have been disclosed if writers and authors were complying with Good Publication Practice 
guidelines (explicit guidelines are provided in GPP2 and, most recently and more forcefully, in GPP3 
ie, “the authors will disclose, at a minimum, the writer’s name, professional qualifications, affiliation, 
funding source….”).  Professional qualifications would include certification ie, where a writer has had 
to pass a robust, psychometrically validated knowledge test.  Given the introduction of certification 
programs (from the American Medical Writers Association and from the International Society for 
Medical Publication Professionals) and recent research showing that certified writers may be more 
likely to have broader and more current knowledge of publication guidelines, including routine 
consultation of reporting guidelines from EQUATOR (Woolley et al., ISMPP Annual Meeting, Arlington 
VA, USA, 2015), it would be interesting to know how many of the writers in the current study were 
certified – the number may be very small, but would be helpful for readers and researchers to start to 
gain this type of information.  Peer reviewers and editors can now check whether a writer is certified 
via a free online directory (http://www.ismpp.org/cmpp-directory; AMWA may be launching a similar 
directory for their certification program).  Relevant to writer affiliation, previous research (Wager et al., 
BMJ Open, 2014) has shown that publication professionals, particularly those from large agencies, 
are aware of and enforce Good Publication Practice guidelines.  Although the sample size in the 
current study may have limited subset analyses of the type of writer (intervention) and reporting 
quality, including these descriptions of the intervention could set a useful precedent for future 
research studies on writer use.  Further information about writer type would have been available to 
the authors and, on the basis of what we do know about apparent differences in knowledge and 
compliance based on writer type (certified vs noncertified; agency vs freelance), there is justification 
to provide better reporting of writer type. 
 
Response: The affiliations of acknowledged medical writers are shown in the table below. The 
qualification of the medical writer was only stated in 44 of the article articles (40%). However, where 
given, 95.5% of medical writers reported postgraduate qualifications or medical degrees. Only one 
medical writer was reported to be a certified medical communications professional. 
 

Affiliation Proportion 
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Agency 52.7% 
Study sponsor 20.0% 
Agency and study sponsor 4.5% 
Freelance 5.5% 
Not stated 17.3% 

 
 
The authors do provide a list of the CONSORT items selected for analysis and how they assessed 
compliance (Supplementary material, Table 1).  The authors could consider including an addendum to 
this table to remind readers of the items that were NOT assessed.  Of course, the reader can go to 
the CONSORT guidelines to find this information, but it would be useful for the authors to remind the 
reader that better compliance cannot be assumed for a number of other and arguably important items 
(eg, reporting of efficacy, reporting of harms). 
 
Response: We have added the link to the CONSORT web pages at the bottom of supplementary 
table 1. 
 
There are no ethical concerns with the research question or method used.   
 
e. Results — answer the research question? Credible? Well presented? 
The results have been presented well, although some additional details would help the reader. 
The authors present the breakdown in the time between submission and acceptance for a subset of 
articles where additional timeline information was available (Supplementary material, Table 2; n = 55 
articles with writing support vs n = 64 articles without writing support).  The authors should provide a 
better description of the subset than currently provided (the reader needs to assume or self-calculate 
that this subset if for all articles ie, whether industry-sponsored or not).   To complement Table 2, it 
would be very helpful for the authors to provide an additional table for the breakdown in the time 
between submission and acceptance for only industry-sponsored articles.  The authors present the 
overall timeline (p 13), but no breakdown data.  Doing so would reduce the sample size, but even 
seeing the data presented descriptively (ie, median and interquartile range) would allow the reader to 
consider where the delays are occurring ie, at the peer review stage (which would likely have a knock-
on effect for the response to reviewers stage) or at the editorial stage.   Taken together, the tables for 
all articles and industry-sponsored articles could provide hypothesis-generating insights.  Is the 
pattern of delay the same?  If the authors could provide post-hoc analyses of what happens with 
delays when articles are matched for markers of study complexity, this would also allow for more 
hypothesis-generating insights.   If the involvement of medical writers (vs study complexity) is 
associated with delays at the first stage of peer review, what is the rational basis for this?  The articles 
with writing support appear to be more compliant and better written and, if industry funding is removed 
as a confounder, why would such articles take longer to review?  As good writers often need to be 
good project managers (a quick look at writer responsibilities in the GPP2 and GPP3 guidelines 
reveals the need for project management expertise), it is not clear why the involvement of a writer per 
se would drive delays.  The plausibility of writers being associated with delays may be less plausible 
than study complexity being associated with delays (ie, more complex studies may cause reviewers to 
generate more comments), but the data that may provide insight into the drivers for such delays (and 
provide insight to guide future research) are not presented in full.   
 
Response: As requested, we have provided the breakdown in the time between submission and 
acceptance for industry-funded articles only (supplementary table 3). The pattern of delays remained 
the same, and we have updated page 14/15 accordingly:  
 
“To identify possible reasons for this delay in acceptance, the time taken for different steps in 
manuscript processing was analysed for articles with this information. Median time from submission to 
completion of peer review and median time to respond to reviewers were longer for articles with 
medical writing support than for those without (Supplementary Table 2). The time from response to 
reviewers to editorial acceptance was similar for both groups of articles. This pattern remained when 
the analysis was restricted to industry-funded articles (supplementary table 3).” 
 
 
The authors do address the potential bias from “year of publication”, highlighting that even if 
publication year was controlled, the odds ratio for better compliance was 1.88 higher with medical 
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writing support.  The authors could consider providing readers with an extra graph in the 
supplementary material plotting compliance via year for articles with and without medical writing 
support.  Temporal patterns are easier to see when graphed. 
 
Response: Below is a graph showing the mean proportion of complete items, stratified by publication 
year and the presence or absence of medical writing support. We have included this as 
supplementary figure 2 and updated the manuscript text accordingly on page 14. 
 
“Supplementary figure 2 shows the mean proportion of complete items stratified by year of publication 
and the presence or absence of medical writing support. For each year, the mean proportion of 
completely reported items was higher for articles with medical writing support than for those without. 
 

 

The authors may consider providing specific details in the Supplementary Material regarding the 
increasing prevalence of declared medical writing support during the study period.  These data could 
serve as useful reference material for future analyses of temporal trends for declared medical writing 
support for industry- and non-industry funded research published in the peer-reviewed literature. 
 
Response: As requested by another reviewer, we have added a graph (supplementary figure 1) 
showing the prevalence of medical writing support over time. 
 
f. Interpretation and conclusions — warranted by and sufficiently derived from/focused on the 
data? Discussed in the light of previous evidence? Message clear? 
 
The discussion section is structured and concise, but the authors could consider providing more 
details on the limitations of the study (eg, see above re, confounding variables, type of writer, when 
articles were assessed).   
 
Response: As requested by the reviewer, we have added further details on the limitations, on page 
16 (paragraph 2) and page 19 (paragraph 1).  
 
 
Further, given the paucity of evidence on the use of professional medical writers, the authors could 
consider providing specific guidance for future research (ie, hypothesis-generating ideas).  This 
request goes beyond having authors offer a “more research is needed” response.  The authors have 
conducted an important study and they are in a strong and credible position to provide specific, 
thought-provoking ideas about what to measure in terms of medical writing support and how to 
measure it.  I appreciate the debate that has been held in The BMJ regarding speculation in the 
discussion section (ie, Docherty M and Smith R, BMJ, 1999 and Skelton JR and Edwards SJL, BMJ, 
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2000).  I recognise the need for restraint, but agree with Skelton and Edwards’ views that speculation 
can drive hypothesis generation. 
 
Response: We thank the reviewer for this suggestion. We would prefer to avoid excessive 
speculation, but have added a practical suggestion regarding improving the adherence of articles with 
CONSORT guidelines on page 17/18:  
 
“The findings of our study also suggest that overall compliance with CONSORT guidelines is lacking. 
Even with professional medical writing support, fewer than half of the articles reported at least 50% of 
studied CONSORT items completely. As well as authors, both peer reviewers and journal editors 
have responsibility for ensuring that articles adhere to reporting guidelines. However, peer reviewers 
often fail to notice important deficiencies in the reporting of RCTs.[18] In fact, peer reviewers may not 
understand the importance of checking the compliance of articles with CONSORT guidelines, possibly 
as a result of insufficiently explicit instructions regarding their role.[24] From our own experience, 
checking the compliance of an article for the full CONSORT checklist would take approximately 1 
hour. We would suggest that this is a specialized task that could be undertaken by a designated 
member of journal staff, or even by a professional medical writer.” 
 
 
 
The broad confidence interval for the positive effects of writing support, coupled with the failure to 
achieve extremely high levels of compliance on the pre-selected CONSORT items, point to the need 
for even greater efforts to educate writers and authors about the need to comply with reporting 
guidelines.  Relevant to this point, the authors could relate their results to those obtained in the Global 
Publication Survey (Wager et al., BMJ Open 2014) as well as the subset of data based on this survey 
regarding certified vs noncertified writer use of reporting guidelines (Woolley et al., ISMPP Annual 
Meeting, Arlington VA, 2015).   There is clearly room for writers and authors to work together better to 
comply with reporting guidelines. 
 
In a climate where some authors working in industry-funded studies are declining professional 
medical writing support because of transfer of value concerns, the authors’ finding that, within the 
industry cohort, the compliance with CONSORT was more than twice as likely when medical writers 
were used has important implications.  Industry sponsors should be aware of the risks associated with 
incomplete reporting that they may incur (as well as the risks to healthcare professionals and patients 
guided by RCT publications) by relying only on authors, their own review process, or the journal’s 
peer review process to comply with reporting guidelines.  Fewer than 1 in 5 of the 12 pre-selected 
items were reported without writing support – is this sufficient?  Also, when using a writer can be seen 
in some regions as a sign of weakness, this research indicates that use of a writer may signal not 
weakness, but a commitment to take practical steps to enhance reporting quality. 
The authors could also stress the need for peer reviewers to do a better job of insisting upon 
compliance with reporting guidelines.  There are many issues known to be associated with peer 
review, but this study reinforces that the peer review process could be more effective if reviewers and 
editors insisted upon compliance with reporting guidelines.  Do readers, clinicians, and patients 
deserve more from a “QC process” that should be picking up (and stopping) poor reporting?  The peer 
review process may not be well placed to detect fraudulent reporting, but it should be able to detect 
incomplete reporting. There is evidence that such insistence could make a meaningful difference, 
based on an assessment of the quality of compliance with CONSORT for abstracts guidelines and the 
extent of reinforcement made by journals (Hopewell et al., [reference #7 cited by the authors]).  On a 
practical level, the fact that the articles in this study were drawn from 74 different journals means that 
educating peer reviewers to identify incomplete compliance with reporting guidelines would be a 
major endeavour.   As noted above, it is reasonable to assume that other journals would also need to 
educate their peer reviewers.  The benefit of training professional medical writers as well as training 
reviewers is that compliance may be enhanced during the manuscript preparation process (main 
effect) as well as after manuscript submission (QC step from peer reviewers ie, detecting any 
remaining compliance gaps). 
 
Response: On pages 17 and 18 we discuss the responsibility of authors, peer reviewers and journal 
editors in ensuring that manuscripts comply with reporting guidelines. 
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The conclusions made by the authors focus on quality of reporting, but do not include a statement 
regarding the timeliness of reporting.  If the authors include a statement, it needs to take the 
confounding variables and the specific component of time (ie, not manuscript preparation time, rather 
time in peer review) into account or it could be misleading to the reader. 
 
Response: In keeping with the original submission, we are choosing not to include a statement in the 
conclusions regarding the timeliness of reporting. 
 
g. References — up to date and relevant? Any glaring omissions? 
The paper is referenced well without evidence of citation bias.  The authors could, however, cite the 
new GPP guidelines (GPP3 has now been published in Annals of Internal Medicine).  The authors 
should also cite the updated systematic review from Roberta Scherer (now published in Journal of 
Clinical Epidemiology).  Another two references are worthy of consideration.  In terms of discussing 
training on guidelines (see p 14), the authors may wish to cite the research article from Marušić A. et 
al. (BMC Medicine 2014) as this study compared awareness and use of authorship guidelines among 
investigators, journal editors, medical writers, and publication professionals.  Authorship guidelines 
are not the same as CONSORT guidelines, but when looking at robust development of manuscripts, 
knowledge of guidelines is important and this is another recent study that highlights that authors may 
need additional support to address their knowledge gaps.  Another relevant and recent reference for 
the authors to consider is that by Camby I. et al. (Trials 2014).  This study provides independent 
confirmation of the single study cited in the article regarding author views on professional medical 
writing support.  Consistent with the finding by Marchington J. et al. (reference #33 cited by the 
authors), Camby et al. reported that almost 90% of authors valued professional medical writing 
support.   
 
Response: We thank the reviewer for these suggestions. We have added some of these citations 
(reference numbers 11 and 37) to the manuscript and updated the text as appropriate. 
 
 
h. Abstract/summary/key messages/what this paper adds — reflect accurately what the paper 
says? 
Abstract 
The abstract is consistent with the recommendations, although not the order nor specific headings, in 
the draft STROBE for Abstracts checklist.  Areas for the authors to review are: 
Setting: The start date of the sample should be included to allow the reader to assess the timeframe 
of the analysed articles (vs just the end date of the sample).   
 
Response: We have updated the abstract as shown below. We are unable to find the exact starting 
date of BioMed Central publications. 
 
“Primary reports of RCTs published in BioMed Central journals from 2000 up to 16 July 2014, sub-
divided into those with medical writing support (n=110) and without medical writing support (n=123).” 
 
Statistical methods: Describe control for confounding variables. 
 
Response: We have updated the abstract as shown below. 
 
“Proportion of items that were completely reported from a predefined subset of the Consolidated 
Standards Of Reporting Trials (CONSORT) checklist (12 items known to be commonly poorly 
reported), and overall acceptance time (from manuscript submission to editorial acceptance). When 
available, and quality of written English as assessed by peer reviewers. The effect of funding source 
and publication year was examined.” 

 
Conclusions:  The first sentence in the conclusions should include the population studied rather than 
imply that the results can be generalised to all trials. Given the observational nature of the study, the 
final concluding sentence may be viewed as too definitive.  The authors should consider modifying the 
sentence ie, “Medical writing support may play an important role in raising the overall quality of 
reporting clinical trials.” 
 
Response: We have updated the conclusions as suggested: 
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“In this sample of open access journals, declared professional medical writing support was associated 
with more complete reporting of clinical trial results and higher quality of written English. Medical 
writing support may play an important role in raising the overall quality of reporting clinical trials.” 
 
 Key messages / what this paper adds 
What this study adds: As noted above, if the authors include a statement about time it should be put 
into context re. confounding variables and what was measured (peer review time) vs what was not 
(manuscript preparation time) to avoid misleading the reader. 
 
Response: The statement on key messages is not required in the submission to BMJ Open. 
 
i. Documents in the supplemental files eg checklists for reporting statements eg CONSORT, 
PRISMA, and STROBE (see http://www.equator-network.org for other examples and for extensions to 
existing statements); and the protocol for an RCT. Do these properly match what is in the manuscript? 
Do they contain information that should be better reported in the manuscript, or raise questions about 
the work? 
 
The authors provided a completed STROBE checklist for full papers.  I have raised questions above 
about details for a number of items (eg, items 7, 8, 9, 12a, 12b, 12 e, 13a, 14a, 16a, 17, 19, 20, 21).  
My questions relate to the extent of reporting, rather than an item not being reported. 
 
I did not locate a protocol in the Supplementary Material and was unable to compare what was 
planned to what was reported. I appreciate this study was not an RCT, but if a protocol was prepared, 
it would be good to include it in the Supplementary Material. 
 
Response: We considered drafting and registering a formal study protocol, but we didn’t believe that 
our study met the inclusion criteria for PROSPERO (an international prospective register of systematic 
reviews), which only includes systematic reviews “…of the effects of interventions and strategies to 
prevent, diagnose, treat, and monitor health conditions, for which there is a health related outcome.” 
 
I have suggested some additional graphics (tables/figure) that the authors may choose to prepare and 
include in the Supplementary Material.   
 
Response: As highlighted earlier, we have added one additional table and two further figures to the 
supplementary information. 
 
OTHER 
Keywords 
Authors may consider adding MeSH terms:  Peer Review (ie, given findings related to peer review 
process); Drug Industry (ie, given extent of industry sponsorship in sample). 
 
Response: We thank the reviewer for this suggestion, and have updated the keywords. 
 
“About BMC” text box 
For some readers, this information will provide a concise and useful summary of where the journal 
articles were drawn from.  For other readers, there is a risk that this information could be seen as 
promoting BMC.  As I serve on the Editorial Board for the BMC journal “Research Integrity and Peer 
Review”, I want to ensure that I have raised this point for the authors and the editor to consider. 
P 16/17 
 
Response: We thank the reviewer for this comment. Our intention is not to promote BioMed Central, 
and leave it to the editors to decide whether this text box is suitable. 
 
To clearly distinguish professional medical writing support from ghostwriting, I suggest the authors 
reconsider the phrasing used in the last sentence of p 16.  Suggesting that “ghostwriters have no 
place in the development of manuscripts” may be a more helpful and accurate description…and  
professional medical writers agree with this statement.  There is no place for ghostwriters in 
manuscript preparation.  Both articles cited by the authors refer to ghostwriters in the title, not medical 
writers.  The article by DeBakey was published in 1995 ie, before the first GPP guidelines were 
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released; the difference between professional medical writers and ghostwriters is recognised more 
now than it was 20 years ago. The article by Goldacre in 2010 focuses on the unethical involvement 
of ghostwriters rather than the legitimate contribution of disclosed professional medical writing 
support.  If the phrasing in this sentence clarifies does use the term ghostwriting then the following 
sentence does not need to start with “However…”. 
 
Response: As suggested, we have updated this paragraph as shown below: 
 
“Medical writing support is often funded by industry and, as a result, has sometimes attracted 
controversy. Some have suggested that there is no place for medical writers in the development of 
biomedical manuscripts.[34 35] There is no place for ghostwriting (i.e. the unacknowledged use of 
professional medical writers) in manuscript development. However, According to the results of an 
online surveys, the overwhelming majority of authors (84–88%) of academic/clinician authors valued 
the assistance provided by professional medical writers, in particular in editing manuscripts and 
ensuring conformity with reporting guidelines such as CONSORT.[36 37]” 
 

VERSION 2 – REVIEW 

REVIEWER Roberta W. Scherer 
Johns Hopkins Bloomberg School of Public Health  
USA 

REVIEW RETURNED 30-Oct-2015 

 

GENERAL COMMENTS All my previous concerns have been adequately addressed. This 
paper is a valuable addition to the biomedical literature. 

 

REVIEWER Professor Karen L. Woolley PhD CMPP 
Division Lead, ProScribe - Envision Pharma Group, Asia Pacific  
Adjunct Professor, University of Queensland, Australia  
Adjunct Professor, University of the Sunshine Coast, Australia 
 
Financial:  
Employee and shareholder - Envision Pharma Group  
Director, Sunshine Coast Hospital and Health Service  
 
Non-Financial:  
Advocate and researcher of ethical publication practices  
Trustee of the International Society for Medical Publication 
Professionals. 

REVIEW RETURNED 10-Nov-2015 

 

GENERAL COMMENTS Thank you for your timely and thoughtful responses to the 11-page 
list of comments and queries provided based of your original 
submission. I have limited my comments in this review cycle to those 
that I believe remain in need of attention or that may be of interest to 
the authors.  
 
Timeliness outcome measure - I am aware that there was some 
confusion and misinterpretation of the timeliness outcome data when 
this research was presented at conferences. The risk is real and 
explicitly saying that manuscript preparation time was not measured 
would help reduce this risk. Manuscript preparation time is a key 
metric of interest for those likely to be reading this paper. 
Clarification could be gained by simply adding a phrase after 
defining what was measured (eg, in introduction, p 6: " ...by the 
journal; manuscript preparation time was not assessed.").  
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Quality of English – the new information you provided re. 
corresponding author affiliated with an English-as-first-language 
country would be useful to include (even as supplementary 
information). Identifying that the corresponding author was unlikely 
to be driving differences in the quality of English provides additional 
support that medical writer involvement was likely to be a driver. 
Given the global nature of research, your results have implications 
for authors who may or may not come from an English-as-first-
language country. Relying on an English-speaking corresponding 
author does not appear to be a prudent strategy for enhancing the 
quality of English.  
 
Description of the “intervention” – medical writer. Thank you for the 
additional information, which I would encourage you to include as 
supplementary information. You may consider including in the 
manuscript the result that only 40% of articles included the 
qualification of the writer – room for improvement here for 
consistency with GPP3 (“The authors will disclose, at a minimum, 
the writer's name, professional qualifications, affiliation, funding 
source, and any other information required by the journal or 
congress.” )  
 
Page 17 – The additional paragraph should prove helpful to the 
reader, raising awareness of the need for peer reviewers to be more 
adept at checking compliance with CONSORT and highlighting a 
new area of research ie, impact of peer reviewer vs medical writing 
involvement on enhancing CONSORT compliance.  
 
Page 17 – Thank you for providing better balance and, hopefully, 
greater awareness that there is variation in CONSORT compliance, 
even with medical writing support. This finding has practical 
implications (eg. A writer’s track record of enhancing CONSORT 
compliance should be checked, not assumed; training needs 
remains re. writer awareness of the need to comply with 
CONSORT).  
Page 20 – Distinguishing clearly between ghostwriting and 
professional medical writing support is important. I would strongly 
encourage that “professional medical writers” not be used in the 
same sentence with ghostwriting. The sentence could simply be 
revised as “There is no place for ghostwriting (ie, the 
unacknowledged use of medical writers) in manuscript 
development.” If a medical writer was a professional, every effort 
would be made NOT to work with authors who would refuse to 
acknowledge medical writer involvement. As per GPP3:  
“Before beginning work, a professional medical writer should confirm 
the following in writing:… All authors have agreed to the writer's 
involvement…The authors will disclose, at a minimum, the writer's 
name, professional qualifications, affiliation, funding source, and any 
other information required by the journal or congress.”  
The intent of full disclosure for professional medical writing support 
was also present in GPP2: “Professional medical writers work with 
authors to pre- pare abstracts, posters, slides, and manuscripts. 
They should ensure that authors control and direct writing and that 
disclosures of funding, potential conflicts of interest, and 
acknowledgment of contributions are made.”  
 
 
Supplementary Figure 1 and 2  
Thank you for preparing these supplementary figures, which provide 
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a useful display of temporal trends.  
Figure 1 – will be interesting to see whether there is a real trend for 
an increase in manuscripts without writing support (one incomplete 
year does not make for a trend). If so, will this be associated with 
more manuscripts that have lower compliance with CONSORT and 
lower quality English? Your results would suggest this could be the 
case.  
Figure 2 - The divergence apparent between manuscripts with and 
without medical writing support for the completion of CONSORT 
items is interesting. For manuscripts without writing support, it does 
not appear that compliance with CONSORT is increasing over time. 

 

REVIEWER S. Swaroop Vedula 
Johns Hopkins University, USA 

REVIEW RETURNED 21-Nov-2015 

 

GENERAL COMMENTS I was under the impression that the manuscript had been revised to 
address comments from peer reviewers when it was previously 
submitted. I see from the revised manuscript that this was not the 
case. Several of my previous comments remain unaddressed in the 
manuscript. They are listed verbatim from my previous 
communications.  
 
I think the manuscript, despite its revision, continues to suffer from a 
lack of a balanced discussion of the findings. The conclusions 
seemed to be unevenly tilted towards a particular conclusion. I don't 
see that perfectly reasonable alternative explanations for the 
findings have been considered.  
 
The one additional question that I have about this revised 
manuscript is as follows:  
1. Supplementary figure 2 - what are the lines in the middle of the 
data points? How were the lines computed? I was unable to find this 
detail in the Methods.  
 
 
Previous unaddressed comments (quoted from comments 
previously submitted to the prior journal):  
 
Assuming that the medical writers for articles included in this 
manuscript were the ones actually ensuring inclusion and 
completeness of the CONSORT items studied here, which is a 
rather large assumption and one which the authors are making to 
interpret their findings in this manuscript, such professional can help 
to incorporate guidelines into the scientific reporting culture for 
RCTs.  
 
I think the findings in this study have several potential alternative 
explanations. In the least, the potential alternative explanations for 
findings in this study should be explicitly acknowledged.  
 
1. I am not certain whether "editorial assistance" translates into 
"medical writing". What is the distribution of articles in the medical 
writing group that reported the three terms - "medical writer", 
"medical writing", and "editorial assistance"?  
2. No restriction on the year of publication was specified. When was 
BioMed Central established? Its inception is a restriction by design.  
3. Is there any data that indicate how good the search terms in 
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Figure 1 are to query BioMed Central? Was the search strategy 
evaluated in any way? Does BioMed Central provide an interface to 
search its journals? If yes, and if that interface was used by the 
authors for this study then I suggest that they include the URL for 
the webpage in the manuscript.  
4. The notion of using "page numbers" to reduce the sample in the 
non-medical writing group is not clearly described. A more clear 
explanation of what was done in this step will help the uninformed 
reader. Why did the authors choose page numbers for the sample 
reduction step? How were the test searches conducted?  
5. If this study was meant to have a cross-sectional design then why 
was it important to ensure a similar number of articles in both the 
groups? It seems to me that simply ensuring similarity in the number 
between the groups does not add value in terms of 
avoiding/reducing bias.  
6. Following up on #5, did the authors anticipate during study design 
that publication year is an important covariate? If yes then I think 
that matching on year the articles were first submitted to the journal 
as well as the journal itself (and selecting a random subsample for 
the non-medical writing group) will yield a more systematic sample 
and ensure similar sample sizes in the two groups.  
7. I would have thought the journal to be a relevant covariate in the 
logistic regression model, in case journals in BioMed Central tended 
to rely upon the same subset of reviewers (e.g., 
methodologists/statisticians) for articles submitted to them. Did the 
authors consider this variable as a covariate?  
8. The outcome for the logistic regression is somewhat amorphous 
and its relevance is arguable. I would at least want to see a 
sensitivity analysis for variants of the outcome reported in the 
current draft - proportion of articles that reported all items, 90%, and 
75% or 67%.  
9. The contents in the Box are not helpful to understand this article. I 
had expected to see other detailed information about BioMed 
Central, such as the number of journals per scientific/clinical area, 
range of inception years for the journals, and whether any journals in 
BioMed Central do not publish articles of randomized controlled 
trials because their focus is on basic/theoretic/fundamental aspects 
of science.  
10. How much copy editing assistance does BioMed Central provide 
to authors? It is common knowledge that in the case of some 
journals, articles are copy edited in detail after acceptance.  
11. I would like to see a histogram of number of articles in the two 
groups that were marked in each of the three categories for quality 
of written English. I suppose the authors are using the reviewers' 
comments on the original manuscript submission to BioMed Central; 
is that correct?  
14. Do the authors know the primary country in which the included 
trials were conducted? If yes then it will be relevant information 
because they consider trial registration as an outcome in their 
analyses.  
15. The authors found large differences in the time taken for peer 
review and subsequent revisions for articles authored with medical 
writing support. Could this difference be explained by time trends 
(calendar year) or publication on behalf of a study group?  
15. What was the distribution of clinical areas for manuscripts 
included in this study?  
17. Could the differences in some of the outcomes, such as 
completeness of sample size calculations, specification 
(completeness) of the primary outcome, and the type of 
randomization be attributed more to the participation of a statistician 
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or an epidemiologist in the RCT instead of medical writing support? 
Maybe the methodologist was instrumental to ensure appropriate 
specification of the details in the study protocol, which in turn got 
transferred to the manuscript.  
18. Did any of the articles included in this study report multiple 
primary outcomes? If yes then how did the authors deal with such 
studies for their analysis on specification/completeness of the 
primary outcome?  
19. Do the authors have any insight into why we see associations for 
some variables but not for others?  

 

VERSION 2 – AUTHOR RESPONSE 

Reviewer: 1  

Reviewer Name: Roberta W. Scherer  

Institution and Country: Johns Hopkins Bloomberg School of Public Health, USA.  

 

Please leave your comments for the authors below  

 

All my previous concerns have been adequately addressed. This paper is a valuable addition to the 

biomedical literature.  

 

Response: We thank the reviewer for this positive comment.  

 

 

Reviewer: 2  

Reviewer Name: Professor Karen L. Woolley PhD CMPP  

Institution and Country: Division Lead, ProScribe - Envision Pharma Group, Asia Pacific  

 

Please leave your comments for the authors below  

 

Thank you for your timely and thoughtful responses to the 11-page list of comments and queries 

provided based of your original submission. I have limited my comments in this review cycle to those 

that I believe remain in need of attention or that may be of interest to the authors.  

 

Timeliness outcome measure - I am aware that there was some confusion and misinterpretation of 

the timeliness outcome data when this research was presented at conferences. The risk is real and 

explicitly saying that manuscript preparation time was not measured would help reduce this risk. 

Manuscript preparation time is a key metric of interest for those likely to be reading this paper. 

Clarification could be gained by simply adding a phrase after defining what was measured (eg, in 

introduction, p 6: " ...by the journal; manuscript preparation time was not assessed.").  

Response: We thank the reviewer for taking the time to provide feedback on our manuscript. We 

have updated the introduction on page 6 as suggested:  
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“Timeliness of acceptance was measured by the time between manuscript submission and editorial 

acceptance by the journal; manuscript preparation time was not assessed.” 

 

Quality of English – the new information you provided re. corresponding author affiliated with an 

English-as-first-language country would be useful to include (even as supplementary information). 

Identifying that the corresponding author was unlikely to be driving differences in the quality of English 

provides additional support that medical writer involvement was likely to be a driver. Given the global 

nature of research, your results have implications for authors who may or may not come from an 

English-as-first-language country. Relying on an English-speaking corresponding author does not 

appear to be a prudent strategy for enhancing the quality of English.  

 

Response: As requested, we have added this information to the manuscript (page 14): 

 

“Quality of written English  

Articles with declared medical writing support were more likely than those without to have been rated 

by all the reviewers as having acceptable written English during peer review (81.1% [43/53 articles]; 

95% CI 67.6 to 90.1% vs 47.9% [23/48 articles]; 95% CI 33.5 to 62.7%). The proportion of articles 

with the corresponding author having an affiliation from a country where English was the first 

language was similar for both groups: 49.1% and 50.4%, respectively, for articles with and without 

medical writing support.” 

 

Description of the “intervention” – medical writer. Thank you for the additional information, which I 

would encourage you to include as supplementary information.  

 

Response: We have added this information to the results section of the manuscript, on page 11: 

“Our initial electronic search identified 305 potentially relevant articles reporting the results of RCTs 

with declared medical writing support (figure 1). Following manual review, 110 articles from 44 

different journals were confirmed as eligible for inclusion in the group of articles with medical writing 

support. The distribution of the search terms used to identify medical writing support was: ‘medical 

writer’ (12.7%); ‘medical writing’ (43.6%); ‘editorial assistance’ (21.8%) and ‘medical writing’ and 

‘editorial assistance’ (21.8%).” 

 

You may consider including in the manuscript the result that only 40% of articles included the 

qualification of the writer – room for improvement here for consistency with GPP3 (“The authors will 

disclose, at a minimum, the writer's name, professional qualifications, affiliation, funding source, and 

any other information required by the journal or congress.” ) 

 

Response: We would suggest not including these data on the qualifications of the medical writers in 

the manuscript. The articles with medical writing support in the study were published before the 
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introduction of GPP3; prior to this, guidelines on good publication practice did not request this 

information to be included.  

 

Page 17 – The additional paragraph should prove helpful to the reader, raising awareness of the need 

for peer reviewers to be more adept at checking compliance with CONSORT and highlighting a new 

area of research ie, impact of peer reviewer vs medical writing involvement on enhancing CONSORT 

compliance.  

 

Response: We thank the reviewer for this comment. 

 

Page 17 – Thank you for providing better balance and, hopefully, greater awareness that there is 

variation in CONSORT compliance, even with medical writing support. This finding has practical 

implications (eg. A writer’s track record of enhancing CONSORT compliance should be checked, not 

assumed; training needs remains re. writer awareness of the need to comply with CONSORT).  

 

Response: We thank the reviewer for this comment. 

 

Page 20 – Distinguishing clearly between ghostwriting and professional medical writing support is 

important. I would strongly encourage that “professional medical writers” not be used in the same 

sentence with ghostwriting. The sentence could simply be revised as “There is no place for 

ghostwriting (ie, the unacknowledged use of medical writers) in manuscript development.”  

If a medical writer was a professional, every effort would be made NOT to work with authors who 

would refuse to acknowledge medical writer involvement. As per GPP3:  

“Before beginning work, a professional medical writer should confirm the following in writing:… All 

authors have agreed to the writer's involvement…The authors will disclose, at a minimum, the writer's 

name, professional qualifications, affiliation, funding source, and any other information required by the 

journal or congress.”  

The intent of full disclosure for professional medical writing support was also present in GPP2: 

“Professional medical writers work with authors to pre‑ pare abstracts, posters, slides, and 

manuscripts. They should ensure that authors control and direct writing and that disclosures of 

funding, potential conflicts of interest, and acknowledgment of contributions are made.”  

 

Response: We have updated page 20 as requested: 

 

“There is no place for ghostwriting (i.e. the unacknowledged use of professional medical writers) in 

manuscript development.” 

 

Supplementary Figure 1 and 2  

Thank you for preparing these supplementary figures, which provide a useful display of temporal 

trends.  

 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-2015-010329 on 21 F

ebruary 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/


Figure 1 – will be interesting to see whether there is a real trend for an increase in manuscripts 

without writing support (one incomplete year does not make for a trend). If so, will this be associated 

with more manuscripts that have lower compliance with CONSORT and lower quality English? Your 

results would suggest this could be the case.  

Figure 2 - The divergence apparent between manuscripts with and without medical writing support for 

the completion of CONSORT items is interesting. For manuscripts without writing support, it does not 

appear that compliance with CONSORT is increasing over time.  

 

Response: We thank the reviewer for these thoughts on our findings. 

 

Reviewer: 3  

Reviewer Name: S. Swaroop Vedula  

Institution and Country: Johns Hopkins University, USA  

 

Please leave your comments for the authors below  

 

I was under the impression that the manuscript had been revised to address comments from peer 

reviewers when it was previously submitted. I see from the revised manuscript that this was not the 

case. Several of my previous comments remain unaddressed in the manuscript. They are listed 

verbatim from my previous communications.  

 

Response: We are sorry that the reviewer feels that we have not revised the manuscript 

appropriately in response to the feedback provided. In light of this, we have reassessed our original 

responses and updated the manuscript accordingly. Responses to each comment can be found at the 

appropriate place in this letter. 

 

I think the manuscript, despite its revision, continues to suffer from a lack of a balanced discussion of 

the findings. The conclusions seemed to be unevenly tilted towards a particular conclusion. I don't see 

that perfectly reasonable alternative explanations for the findings have been considered.  

 

Response: we have revised the discussion section to reflect the concerns that have been highlighted 

in point 17 (see below). However, we believe that the data support the conclusions of the study, and 

two of the reviewers are satisfied with the submission. If you would like us to consider further revision 

of the conclusions, please could you provide specific feedback? 

 

 

The one additional question that I have about this revised manuscript is as follows:  

1. Supplementary figure 2 - what are the lines in the middle of the data points? How were the lines 

computed? I was unable to find this detail in the Methods.  

 

 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-2015-010329 on 21 F

ebruary 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/


Response: these are linear trend lines, which were calculated using Microsoft Excel. We have added 

this information to the manuscript on page 24: 

 

“Supplementary figure 2 Mean proportion of complete items, stratified by year of publication and 

medical writing support. 

The graph shows linear trend lines, which were calculated using Microsoft Excel” 

 

Previous unaddressed comments (quoted from comments previously submitted to the prior journal):  

 

Assuming that the medical writers for articles included in this manuscript were the ones actually 

ensuring inclusion and completeness of the CONSORT items studied here, which is a rather large 

assumption and one which the authors are making to interpret their findings in this manuscript, such 

professional can help to incorporate guidelines into the scientific reporting culture for RCTs.  

 

Response: Most of the authors of this article have a background in medical writing. In our 

experience, when medical writers are involved in manuscript development or editing, their role 

includes ensuring that the document complies with the reporting guidelines and journal submission 

requirements. However, we have updated the discussion section on page 18 to highlight this 

assumption: 

 

“The classification of articles in our study was based on the declaration of medical writing 

involvement, and we have assumed that the enhanced quality of reporting can be attributed to this 

support. Our findings are based on the assumption that the enhanced quality of reporting observed 

can be attributed to medical writing support.” 

 

I think the findings in this study have several potential alternative explanations. In the least, the 

potential alternative explanations for findings in this study should be explicitly acknowledged.  

 

Response: we have updated the discussion section on page 18 to acknowledge alternative 

explanations (please see below). Further discussion of these points can be found in the response to 

point 17. 

“The classification of articles in our study was based on the declaration of medical writing 

involvement, and we have assumed that the enhanced quality of reporting can be attributed to this 

support. Our findings are based on the assumption that the enhanced quality of reporting observed 

can be attributed to medical writing support. It was not possible to discount the influence of some 

potential confounding factors, such as the expertise of the authors of the article (e.g. the presence of 

a statistician) or the quality of the clinical study report available. However, medical writers generally 

are more familiar than investigators with publication guidelines,[12] and their role would normally 

include ensuring that the manuscript complies with journal submission criteria and compliance with 

reporting standards. It should also be noted that there are international guidelines regarding the 
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content to be included in clinical study reports [25] and, in fact, these documents are usually written 

by medical writers.  

The classification of articles in our study was based on the veracity of the acknowledgement of 

medical writing support. The importance of acknowledging medical writing support is stated in 

guidelines on Good Publication Practice and, according to the editorial policy of BioMed Central, 

medical writing support should be acknowledged explicitly.[14 26]” 

 

 

1. I am not certain whether "editorial assistance" translates into "medical writing". What is the 

distribution of articles in the medical writing group that reported the three terms - "medical writer", 

"medical writing", and "editorial assistance"?  

 

Response: The term ‘editorial assistance’ is used to indicate medical writing support, although this 

practice is discouraged (Jacobs et al. 2005). In fact, this term was used in conjunction with ‘medical 

writing’ in just over one fifth of articles (see below). As discussed earlier, we have added details of the 

distribution of these terms to the manuscript on page 11: 

 

“Our initial electronic search identified 305 potentially relevant articles reporting the results of RCTs 

with declared medical writing support (figure 1). Following manual review, 110 articles from 44 

different journals were confirmed as eligible for inclusion in the group of articles with medical writing 

support. The distribution of the search terms used to identify medical writing support was: ‘medical 

writer’ (12.7%); ‘medical writing’ (43.6%); ‘editorial assistance’ (21.8%) and ‘medical writing’ and 

‘editorial assistance’ (21.8%).” 

 

2. No restriction on the year of publication was specified. When was BioMed Central established? Its 

inception is a restriction by design.  

 

Response: BioMed Central was established in 2000, but we do know the exact date. The earliest 

article to meet the inclusion criteria for the study was published in 2001. We have updated the 

discussion section on page 17 to make this limitation explicit: 

 

“This study looked at the quality of published articles in a real-life situation. No limit was set on the 

year of article publication, although the study is limited by the date of inception of BioMed Central 

(2000).” 

 

3. Is there any data that indicate how good the search terms in Figure 1 are to query BioMed Central? 

Was the search strategy evaluated in any way?  

 

Response: We conducted various test searches and, as far as we can tell, the search terms were 

appropriate for querying BioMed Central.  
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Does BioMed Central provide an interface to search its journals? If yes, and if that interface was used 

by the authors for this study then I suggest that they include the URL for the webpage in the 

manuscript.  

 

Response: as requested by the reviewer, we have already provided a citation to the BioMed Central 

search engine (reference 19).  

 

4. The notion of using "page numbers" to reduce the sample in the non-medical writing group is not 

clearly described. A more clear explanation of what was done in this step will help the uninformed 

reader. Why did the authors choose page numbers for the sample reduction step? How were the test 

searches conducted?  

 

Response: As explained previously, we chose page numbers because it was a simple and 

systematic method to reduce the sample size. Test searches were conducted using pages numbers 1 

and 2 and the resulting articles screened for eligibility. Based on the number of included articles, it 

was estimated that filtering on page numbers 1–7 would yield a similar sample size as the medical 

writer article cohort. In our previous response we provided further details of this on page 7, and we 

hope that this provides clarity to the uninformed reader: 

 

“The remaining articles were identified as the group without declared medical writing support. To 

reduce the size of this group in a systematic, unbiased way, articles were selected based on their 

page number. (In BioMed Central journals, each article is assigned a single page number.) Test 

searches showed that restricting the page numbers to 1–7 would yield a similar number of articles to 

that in the group with declared medical writing support.” 

 

5. If this study was meant to have a cross-sectional design then why was it important to ensure a 

similar number of articles in both the groups? It seems to me that simply ensuring similarity in the 

number between the groups does not add value in terms of avoiding/reducing bias.  

 

Response: We reduced the size of the control group for practical reasons, and acknowledge that this 

may not have added value in terms of avoiding/reducing bias.  

 

6. Following up on #5, did the authors anticipate during study design that publication year is an 

important covariate? If yes then I think that matching on year the articles were first submitted to the 

journal as well as the journal itself (and selecting a random subsample for the non-medical writing 

group) will yield a more systematic sample and ensure similar sample sizes in the two groups.  

 

Response: We did consider publication year and journal as potential covariates. In a pilot study, we 

examined the possibility of matching articles based on journal and publication year. Unfortunately, 
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matching each article was found to be extremely time consuming and complicated, particularly for 

articles published in the same journal.  

 

 

7. I would have thought the journal to be a relevant covariate in the logistic regression model, in case 

journals in BioMed Central tended to rely upon the same subset of reviewers (e.g., 

methodologists/statisticians) for articles submitted to them. Did the authors consider this variable as a 

covariate?  

 

Response: As highlighted above in the reviewer’s point 6, we did consider journal as a covariate. 

Unfortunately, we did not include this in the logistic regression model. 

 

8. The outcome for the logistic regression is somewhat amorphous and its relevance is arguable. I 

would at least want to see a sensitivity analysis for variants of the outcome reported in the current 

draft - proportion of articles that reported all items, 90%, and 75% or 67%.  

 

Response: As requested, we have added this information to the manuscript, as supplementary table 

2. The new information is referred to in the manuscript text on page 13: 

 

“A sensitivity analysis for completeness of reporting is shown in supplementary table 2. The 

proportion of articles that completely reported at least 50% of the CONSORT items assessed was 

higher for those with declared medical writing support than for those without declared medical writing 

support (39.1% [43/110 articles]; 95% CI 29.9 to 48.9% vs 21.1% [26/123 articles]; 95% CI 14.3 to 

29.4%).” 

 

 Proportion of articles correctly reported 

 ≥50% ≥66.6% ≥75% ≥90% 100% 

No medical writing 

support 
21.1% 4.9% 1.6% 0 0 

Medical writing 

support 
39.1% 18.2% 9.1% 0.9% 0 

 

9. The contents in the Box are not helpful to understand this article. I had expected to see other 

detailed information about BioMed Central, such as the number of journals per scientific/clinical area, 

range of inception years for the journals, and whether any journals in BioMed Central do not publish 

articles of randomized controlled trials because their focus is on basic/theoretic/fundamental aspects 

of science.  
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Response: The number of journal titles published by BioMed Central has nearly reached 300. 

Unfortunately, it is not practical to report the inception years for all these journals and whether they 

publish articles describing randomized controlled trials. We would question the value of classifying all 

titles into scientific/clinical area, but we updated the text box previously as shown below:  

 

“About BioMed Central 

Founded in 2000, BioMed Central is the largest open access science publisher. 

BioMed Central publishes over 290 peer-reviewed journals, which span many areas of biology and 

medicine, with impact factors ranging from 0.4 to 10.5. 

To date, approximately 250 000 articles have been published by BioMed Central. 

For some BioMed Central journals, pre-publication history is available, including peer reviewers’ 

comments and the dates of submission, peer review, and editorial acceptance.” 

 

 

10. How much copy editing assistance does BioMed Central provide to authors? It is common 

knowledge that in the case of some journals, articles are copy edited in detail after acceptance.  

 

Response: We don’t know the level of copy editing assistance provided by BioMed Central, and 

support may be journal-specific. Please note that the reviewers’ assessment of the quality of the 

written English is conducted on the original submission, prior to any editing assistance from the 

journal.  

 

 

11. I would like to see a histogram of number of articles in the two groups that were marked in each of 

the three categories for quality of written English. I suppose the authors are using the reviewers' 

comments on the original manuscript submission to BioMed Central; is that correct?  

 

Response: It is correct that the reviewers’ comments were based on the original manuscript 

submission. As requested, please find below a histogram showing the distribution of reviewers’ 

comments, stratified by medical writing support.  
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14. Do the authors know the primary country in which the included trials were conducted? If yes then 

it will be relevant information because they consider trial registration as an outcome in their analyses.  

 

Response: Unfortunately, we did not collect this information. 

 

 

15. The authors found large differences in the time taken for peer review and subsequent revisions for 

articles authored with medical writing support. Could this difference be explained by time trends 

(calendar year) or publication on behalf of a study group?  

 

Response: It is possible that these factors influenced the time between manuscript submission and 

acceptance, but we did not conduct any statistical analysis to examine this question. 
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15. What was the distribution of clinical areas for manuscripts included in this study?  

 

Response: The distribution was as follows: gastrointestinal (2.6%); cardiovascular (14.2%); central 

nervous system (9.4%); oncology (6.9%); infectious disease (15.0%); respiratory (12.4%); analgesics 

(11.6%); diabetes (4.7%); arthritis (6.9%) and others (16.3%). 

 

 

17. Could the differences in some of the outcomes, such as completeness of sample size 

calculations, specification (completeness) of the primary outcome, and the type of randomization be 

attributed more to the participation of a statistician or an epidemiologist in the RCT instead of medical 

writing support? Maybe the methodologist was instrumental to ensure appropriate specification of the 

details in the study protocol, which in turn got transferred to the manuscript.  

 

Response: Articles in BMC journals do not provide information regarding authors’ job titles, and few 

of the manuscripts provided detailed information in the ‘Author’s contributions’ section. So, 

unfortunately, it was not possible to examine this point. We have added discussion of this point to the 

manuscript on page 18 (text shown below). 

 

The articles in our study were likely to be based on information obtained from clinical study reports. In 

principle, the quality of reporting may be influenced by the completeness of the clinical study report 

available. However, there are international guidelines regarding the content to be included in clinical 

study reports and, in fact, these documents are usually drafted by medical writers. We have updated 

the manuscript on page 18 to discuss this point, including supporting references: 

 

“The classification of articles in our study was based on the declaration of medical writing 

involvement, and we have assumed that the enhanced quality of reporting can be attributed to this 

support. Our findings are based on the assumption that the enhanced quality of reporting observed 

can be attributed to medical writing support. It was not possible to discount the influence of some 

potential confounding factors, such as the expertise of the authors of the article (e.g. the presence of 

a statistician) or the quality of the clinical study report available. However, medical writers generally 

are more familiar than investigators with publication guidelines,[12] and their role would normally 

include ensuring that the manuscript complies with journal submission criteria and compliance with 

reporting standards. It should also be noted that there are international guidelines regarding the 

content to be included in clinical study reports [25] and, in fact, these documents are usually written 

by medical writers.  

The classification of articles in our study was based on the veracity of the acknowledgement of 

medical writing support. The importance of acknowledging medical writing support is stated in 

guidelines on Good Publication Practice and, according to the editorial policy of BioMed Central, 

medical writing support should be acknowledged explicitly.[14 26]” 
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18. Did any of the articles included in this study report multiple primary outcomes? If yes then how did 

the authors deal with such studies for their analysis on specification/completeness of the primary 

outcome?  

 

Response: Very few studies reported multiple primary outcomes. As outlined in supplementary 

table 1, these would need to be defined and fully described to be classified as completely reported. 

 

 

19. Do the authors have any insight into why we see associations for some variables but not for 

others?  

 

Response: We observed associations between medical writing support and the completeness of 

reporting and the quality of the written English. The association of increased manuscript acceptance 

time and medical writing support was unexpected, and we have discussed possible reasons for this in 

the manuscript.  

 

VERSION 3 - REVIEW 

REVIEWER Swaroop Vedula 
Johns Hopkins University, USA 

REVIEW RETURNED 02-Jan-2016 

 

GENERAL COMMENTS 1. I do not see the "Review History" document with responses to the 
previous decision letter that the authors seemed to have submitted. 
So I'm still unable to say whether the authors have considered and 
addressed all of my previous comments. While the manuscript has 
been revised some, I'm not convinced that a few important questions 
have been adequately addressed. See questions 3, 5, 6, 7, 9, 10, 
15, and 18 in my original set of comments.  
2. The changes made by the authors to the text seem reasonable so 
far. But some edits have added more confusion. For example, the 
following sentence on page 61 does not help the reader understand 
what the authors did - "The graph shows linear trend lines, which 
were calculated using Microsoft Excel." How does MS Excel 
compute linear trend lines? Are these statistically consistent with 
what the authors wished to compute? Does the computation method 
make assumptions and how are the assumptions relevant to the 
authors' data in this case? Another example is lack of information on 
how the authors determined whether English was the first language 
in a country? See sentence added to the section on "Quality of 
written English" in the Results.  
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