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BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to 

complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and 

are provided with free text boxes to elaborate on their assessment. These free text comments are 

reproduced below.   
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VERSION 1 - REVIEW 

REVIEWER Zhivko Zhelev 
University of Exeter Medical School, UK 

REVIEW RETURNED 03-Jul-2016 

 

GENERAL COMMENTS STARD 2015 is a recently published update of the original STARD 
guidelines for reporting diagnostic accuracy studies. The current 
publications is a very important document that provides explanation 
and elaboration of the main items on the new STARD 2015 
checkllist and will, hopefully, help researchers, publishers, policy 
makers and service users to improve the qualiity of diagnostic 
accuracy studies and their reporting. The structure of the document 
follows that of the STARD checklist. For each item one or more 
examples are presented and the explanations that follow link the 
examples with the general principle that underpin the specific item. 
The language is clear and easy to understand. I believe the 
document will be a very useful addition to the STARD 2015 
guidelines and recommend wholeheartedly its publication without 
any revisions. 

 

REVIEWER Tobias Kurth 
Institute of Public Health, Charité – Universitätsmedizin Berlin, 
Germany 

REVIEW RETURNED 17-Jul-2016 

 

GENERAL COMMENTS This is an extensive update of the guidelines for reporting diagnostic 
accuracy  
studies: explanation and elaboration (STARD). The paper is clearly 
written, provides details in the items listed in STARD 2015 and 
provides examples with discussions about this examples. This is 
overall a very well written paper which will be of great interest for 
those conducting studies about diagnostic tests.  
 
I do have a few comments for consideration.  
 
1. I may be useful to insert the link to the STARD guideline form to 
the abstract.  
 

 on M
ay 16, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2016-012799 on 14 N

ovem
ber 2016. D

ow
nloaded from

 

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


2. In Item 5 you speak of "prospective" and "retrospective". As these 
terms can be differently defined, I recommend to omit them as in the 
text it is clear what you mean by this. Please note that existing data 
(ie, no active data collection is necessary) prior to an event is 
considered a prospective collection of data.  
 
3. Item 6: In example 2 you state: "The cross-sectional cohort 
included 529 patients with Alzheimer dementia and 304 cognitively 
healthy controls... " I would consider this as a case-control study by 
definition and not a "cross-sectional" study.  
 
4. Item 24: I would recommend that the authors do not use 
oversimplified definitions of 95% CIs ( then 95% of these intervals 
include the true value....). "true value" depends on many things and 
biases (as you clearly point out in other items) and the 95% CI does 
not provide a range across these. Also, the 95% CI is not a scenario 
where each estimate falling within the range is equally likely to 
occur. I think that most important is the the 95% CIs are shown and 
maybe one can leave it as this.  
 
5. Item 26: While I agree that generalizabilty should be included in 
the limitation section, it may be worth mentioning why a test may not 
be generalisable. Often one only see a bland statement that the 
finding may not be generalizable, which is by itself more or less 
useless.   

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

STARD 2015 is a recently published update of the original STARD guidelines for reporting diagnostic 

accuracy studies. The current publication is a very important document that provides explanation and 

elaboration of the main items on the new STARD 2015 checklist and will, hopefully, help researchers, 

publishers, policy makers and service users to improve the quality of diagnostic accuracy studies and 

their reporting. The structure of the document follows that of the STARD checklist. For each item one 

or more examples are presented and the explanations that follow link the examples with the general 

principle that underpin the specific item. The language is clear and easy to understand. I believe the 

document will be a very useful addition to the STARD 2015 guidelines and recommend 

wholeheartedly its publication without any revisions.  

 

Response: We thank the reviewer for the positive comments. No changes were requested.  

 

 

Reviewer: 2  

This is an extensive update of the guidelines for reporting diagnostic accuracy  

studies: explanation and elaboration (STARD). The paper is clearly written, provides details in the 

items listed in STARD 2015 and provides examples with discussions about this examples. This is 

overall a very well written paper which will be of great interest for those conducting studies about 

diagnostic tests.  

 

I do have a few comments for consideration.  

 

1. I may be useful to insert the link to the STARD guideline form to the abstract.  

 

Response: We have added the requested link to the abstract. We now report:  
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Abstract: “All updated STARD materials, including the checklist, are available at www.equator-

network.org/reporting-guidelines/stard.”  

 

 

2. In Item 5 you speak of "prospective" and "retrospective". As these terms can be differently defined, 

I recommend to omit them as in the text it is clear what you mean by this. Please note that existing 

data (ie, no active data collection is necessary) prior to an event is considered a prospective collection 

of data.  

 

Response: We agree with the reviewer that there is wide variation in the way these terms are defined 

and interpreted, and therefore somewhat confusing. During the development of the STARD 2015 

checklist, the Steering Committee had extensive discussions on whether we should leave these terms 

in (they were part of the original STARD 2003 checklist), or whether they should be removed. In the 

end, the majority of the group preferred not to remove the terms. Because the checklist has already 

been published (BMJ. 2015 Oct 28;351:h5527), it will not be possible to omit these terms from this 

item. To elaborate on this debate, we have added the following sentences to the manuscript:  

 

Item 5: “There is great variability in the way the terms ‘prospective’ and ‘retrospective’ are defined and 

used in the literature. We believe it is therefore necessary to describe clearly whether data collection 

was planned before the index test and reference standard were performed, or afterwards.”.  

 

 

3. Item 6: In example 2 you state: "The cross-sectional cohort included 529 patients with Alzheimer 

dementia and 304 cognitively healthy controls... " I would consider this as a case-control study by 

definition and not a "cross-sectional" study.  

 

Response: We have added a new example to describe a case-control study in the revised 

manuscript. It reads as follows:  

 

Item 6: “Eligible cases had symptoms of diarrhoea and both a positive result for toxin by enzyme 

immunoassay and a toxigenic C difficile strain detected by culture (in a sample taken less than seven 

days before the detection round). We defined diarrhoea as three or more loose or watery stool 

passages a day. We excluded children and adults on intensive care units or haematology wards. 

Patients with a first relapse after completing treatment for a previous C difficile infection were eligible 

but not those with subsequent relapses. […] For each case we approached nine control patients. 

These patients were on the same ward as and in close proximity to the index patient. Control patients 

did not have diarrhoea, or had diarrhoea but a negative result for C difficile toxin by enzyme 

immunoassay and culture (in a sample taken less than seven days previously).”  

 

 

4. Item 24: I would recommend that the authors do not use oversimplified definitions of 95% CIs ( then 

95% of these intervals include the true value....). "true value" depends on many things and biases (as 

you clearly point out in other items) and the 95% CI does not provide a range across these. Also, the 

95% CI is not a scenario where each estimate falling within the range is equally likely to occur. I think 

that most important is the the 95% CIs are shown and maybe one can leave it as this.  

 

Response: In the revised manuscript, we have removed all references to the ‘true value’.  

 

 

5. Item 26: While I agree that generalizabilty should be included in the limitation section, it may be 

worth mentioning why a test may not be generalisable. Often one only see a bland statement that the 

finding may not be generalizable, which is by itself more or less useless.  
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Response: To address this, we have added the following sentences to the manuscript:  

 

Item 26: “In the discussion section, authors should critically reflect on the validity of their findings, 

address potential limitations, and elaborate on why study findings may or may not be generalizable.”. 

 

VERSION 2 – REVIEW 

REVIEWER Tobias Kurth 
Institute of Public Health  
Charité – Universitätsmedizin Berlin  
Germany 

REVIEW RETURNED 23-Aug-2016 

 

GENERAL COMMENTS The authors have provided detailed responses to my commentaries. 
I agree with them and I have no further remarks.   
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