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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.   

 

ARTICLE DETAILS 
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AUTHORS Gopalakrishna, Gowri; Leeflang, Mariska; Davenport, Clare; 
Sanabria, Andrea Juliana; Alonso-Coello, Pablo; McCaffery, Kirsten; 
Bossuyt, Patrick; Langendam, Miranda 

 

VERSION 1 - REVIEW 

REVIEWER Anna R Gagliardi 
Toronto General Hospital Research Institute, Canada 

REVIEW RETURNED 26-Jan-2016 

 

GENERAL COMMENTS With respect to ethics, an ethics statement was included that Dutch 
Law requires no ethics, however, this was human subjects research 
which is widely viewed as requiring ethics review and approval, even 
if the ethics review board determines that the study is low risk, as 
this one was, and does not require a full review. The BMJ Open 
journal editors can decide if this meets journal specifications.  
 
Are we missing the point in medical test guideline 
development: a qualitative study 
 
Many thanks for the opportunity to review this interesting manuscript 
on the challenges of developing guidelines for topics other than 
treatment interventions. It was a rare pleasure to read a manuscript 
based on qualitative methods that was so well designed and 
reported. My comments are therefore few, and categorized as Minor. 
 
Title 
Consider modifying the title to convey the specific aim or key 
findings, for example, challenges and solutions in developing 
guidelines for medical tests 
 
Methods 

- Consider using sub-headings for Approach, Sampling and 
Recruitment, Data Collection, Data Analysis if permissible 
by the journal specifications 

- Cite COREQ 
- Specify and cite the qualitative approach used, and cite 

qualitative methods employed 
- How were potential participants identified 

 
Results 

- Themes and quotes are included in appendices which will 
presumably be published as online only supplements, and 
some quotes are included in the text of the manuscript, 
however, it would be useful to include in the manuscript a 
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table that lists the key themes and a definition or single 
exemplary quote for each theme 

- Identify whether there were any differences in views or 
experiences expressed by different participants 

 

 

REVIEWER Gunver Kienle 
1) IFAEMM at the University of Witten/Herdecke  
2) Medical Center, University Freiburg  
Germany 

REVIEW RETURNED 14-Mar-2016 

 

GENERAL COMMENTS General: The article deals with a relevant topic. However, it is not 
easy to read and understand; it would benefit from increased clarity, 
a straightforward style, from a better arrangement of the results and 
embedding in current literature.  
 
Objectives: The objective regarding patient’s relevance is not clear 
to me:  
Do the authors mean “patient important outcomes” (or tests) or do 
they refer to a correct interpretation and explanation of test results to 
the situation of the patient (“understanding of medical tests”). A third 
idea mentioned is the “downstream effects a test may have for 
patients”. All three are written about in the article, but these are very 
different things. As far as I can see, the interview guide and 
quotations just deal with “understanding test statistics”. I cannot see, 
where patient important outcomes or downstream patient 
consequences are dealt with in the analysis.  
A clear, unambiguous differentiation has to be made and kept 
throughout the article.  
 
I recommend to streamline the introduction to the research 
questions that are then actually answered in the result section.  
 
Method section  
First paragraph, p. 7: First paragraph describes well why the 
researchers chose the method of interviewing and how the interview 
guideline was constructed and modified.  
Second paragraph, p. 7/8: Sampling strategy is well established.  
Third paragraph, p.8: Interview process and transcription well 
described.  
Fourth paragraph, p.9: Iterative process of data evaluation is 
described.  
Fifth paragraph, p.9 Steps of analysis become clear.  
Sixth paragraph, p.9/10: Validity criteria are presented.  
Results section  
 
The result section is not easy to understand. The headlines should 
be rearranged or modified to guide readers’ attention.  
The logic of the headlines is not clear to me. Does is follow the 
research questions? Or the “Challenges in medical test guideline 
development”? Or the interview guide?  
 
Beside clarity, some more depth and interpretation/analysis would 
be convenient: What did the authors find in the interview and what 
contributes to already existing knowledge? For instance: That 
doctors often do not understand medical tests is well known since 
10-20 years. Many attempts have been made to improve their 
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knowledge and understanding. Was it successful? If not, why? Is it 
really a matter of education? How can this important obstacle be 
solved?  
 
To elucidate this question, doctors should have been included into 
the study; I am not surprised that methodologists find the 
methodological knowledge of doctors as insufficient.  
 
At some place it has to be outlined, what this study adds to already 
existing knowledge.  
 
age 14 and 20 While citations are essential for illustrating results 
and are used well, it seems like there are too many citations on page 
14 and 20 or they are too wordy and could be shortened. 

 

REVIEWER Marie Faughnan 
St. Michael's Hospital, University of Toronto, Canada 

REVIEW RETURNED 11-Apr-2016 

 

GENERAL COMMENTS This is a well written manuscript describing a well designed 
approach to a very current issue: assessing patient reported 
outcomes as it applies to diagnostics test risks and benefits. The 
writing is clear and concise.  
 
The authors bring detailed information to help clarify barriers to 
guidelines development (resources, education) and limitations of 
current guidelines development (not including patient outcomes). It 
is an informative and thoughtful paper which should be of interest to 
all parties in guidelines development.  
 
 
Minor Comments:  
Page 5: ""assisting the all members' should read "assisting all of the 
members"  
Discussion:  
The discussion would be improved with some practical suggestions 
regarding approaches to resolve the barriers/limitations the authors 
have raised. In addition, an example or figure of a test-treatment 
pathway would be helpful.  
The authors discuss the importance of considering patient outcomes 
in guidelines development. The manuscript would be improved by a 
discussion of the types of patient outcomes that should be 
considered and practical approaches for including patient preference 
and patient reported outcomes. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer Name  

 

Anna R Gagliardi  

 

Institution and Country  

 

Toronto General Hospital Research Institute, Canada  

 

Please state any competing interests or state ‘None declared’:  
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None declared  

 

Please leave your comments for the authors below With respect to ethics, an ethics statement was 

included that Dutch Law requires no ethics, however, this was human subjects research which is 

widely viewed as requiring ethics review and approval, even if the ethics review board determines that 

the study is low risk, as this one was, and does not require a full review. The BMJ Open journal 

editors can decide if this meets journal specifications.  

 

Authors’ response:  

We thank you for this raising this clarification. We have addressed this point in the BMJ Open Editor’s 

comments on page 8 below.  

 

 

Reviewer: 2  

 

Reviewer Name  

 

Gunver Kienle  

 

Institution and Country  

 

1) IFAEMM at the University of Witten/Herdecke  

2) Medical Center, University Freiburg  

Germany  

 

Please state any competing interests or state ‘None declared’:  

None declared  

 

Please leave your comments for the authors below  

General: The article deals with a relevant topic. However, it is not easy to read and understand; it 

would benefit from increased clarity, a straightforward style, from a better arrangement of the results 

and embedding in current literature.  

 

Authors’ response:  

We wish to thank the reviewer for these comments. In response to them, we have made a number of 

modifications to improve ease of reading and clarity. These changes can be found in Methods, 

Results and Discussion sections. We have also included an additional table, Table 2, which provides 

readers with an overview of the key themes and quotations as suggested by Reviewer 4.  

 

Objectives: The objective regarding patient’s relevance is not clear to me:  

Do the authors mean “patient important outcomes” (or tests) or do they refer to a correct interpretation 

and explanation of test results to the situation of the patient (“understanding of medical tests”). A third 

idea mentioned is the “downstream effects a test may have for patients”. All three are written about in 

the article, but these are very different things. As far as I can see, the interview guide and quotations 

just deal with “understanding test statistics”. I cannot see, where patient important outcomes or 

downstream patient consequences are dealt with in the analysis.  

A clear, unambiguous differentiation has to be made and kept throughout the article.  

 

Authors’ response:  

We define patient important outcomes explicitly in the revised manuscript. In the “Introduction” section 

para 1 lines 143-145 we write:  

“… consequences of test use for the patient receiving the test. Known as patient important outcomes, 
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these can range from clinical outcomes, such as mortality and morbidity, to quality of life outcomes, 

such as a reduction in anxiety as a result of testing” [Introduction para 1, lines 143-145]  

This definition we have kept throughout the paper and mentioned at various points as “downstream 

effects a test may have on patients “ (line 161), or as “downstream patient consequences for further 

testing and treatment” (line 162). In order to facilitate understanding of the terminology, we have 

incorporated an additional statement in the Introduction section, para 1, lines 166-67 to further clarify 

what we mean by patient outcomes as follows:  

“The Agency for Healthcare Research and Quality (AHRQ) defines these into five categories that may 

be the result of the test, testing process or both: (1) outcomes that result from clinical management 

based on the test results; (2) the direct health effects of testing; (3) the patients’ emotional, social, 

cognitive, and behavioral responses to testing; (4) the legal and ethical effects of testing and (5) the 

costs of testing”  

“Patient outcomes” are a running theme throughout the manuscript, and they are also reported in the 

“Results” section. For instance, in Results line 342, we talk about the challenge guideline developers 

face in formulating key questions that incorporate patient outcomes. Corresponding quotes reflecting 

this challenge can be found in lines 352-55 and lines 363 -68. In Results line 409, we explore the lack 

of patient outcome evidence as a challenge guideline developers face when looking for such evidence 

in the literature. In line 475, we report views shared by interviewees on the use of modelling versus 

having studies that report directly on patient outcomes. We also share views on educational needs 

related to doctors’ lack of awareness on the downstream implications of testing on such outcomes 

(533-554). We have then addressed these issues quite extensively again in the Discussion section.  

 

I recommend to streamline the introduction to the research questions that are then actually answered 

in the result section.  

Authors’ response:  

We thank the reviewer for this suggestion. In the introduction we have provided an overview of the 

main challenges perceived by the medical test guideline community in developing guidelines in this 

area. Those namely being the importance of going beyond test accuracy to include downstream 

consequences of testing on patient outcomes and that the bulk of the evidence in the literature 

currently does not support such an evaluation. In the results we demonstrate the beliefs held by our 

interviewees on reasons behind these challenges. In this way, we feel the Introduction, research 

questions and results are inline.  

Method section  

First paragraph, p. 7: First paragraph describes well why the researchers chose the method of 

interviewing and how the interview guideline was constructed and modified.  

Second paragraph, p. 7/8: Sampling strategy is well established.  

Third paragraph, p.8: Interview process and transcription well described.  

Fourth paragraph, p.9: Iterative process of data evaluation is described.  

Fifth paragraph, p.9 Steps of analysis become clear.  

Sixth paragraph, p.9/10: Validity criteria are presented.  

Results section  

The result section is not easy to understand. The headlines should be rearranged or modified to guide 

readers’ attention.  

The logic of the headlines is not clear to me. Does is follow the research questions? Or the 

“Challenges in medical test guideline development”? Or the interview guide?  

 

Authors’ response:  

We reviewed the subheadings in light of this comment and have modified them so that they fit better 

with the steps in guideline development. This is also the sequence that the interview topic guide 

(appendix 1) is based on.  

 

Beside clarity, some more depth and interpretation/analysis would be convenient: What did the 
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authors find in the interview and what contributes to already existing knowledge? For instance: That 

doctors often do not understand medical tests is well known since 10-20 years. Many attempts have 

been made to improve their knowledge and understanding. Was it successful? If not, why? Is it really 

a matter of education? How can this important obstacle be solved?  

 

Authors’ response:  

The lack of understanding of medical tests among doctors was raised as an issue spanning several 

different aspects. This is not just an issue of understanding test accuracy statistics but is also the lack 

of understanding in being able to translate or link such data to downstream patient consequences. 

While attempts may have been made to improve understanding of test accuracy, the link to 

downstream testing consequences is still missing. We state several reasons for this such as the focus 

on intervention research, namely RCTs, by the industry and regulatory authorities. Consequently, 

there is more awareness and funding for such research than in the area of medical tests. Training 

itself of medical doctors is only a symptom of a larger issue and that is the need for equivalent or 

similar regulatory requirements for tests as there are for interventions. In the Discussion section lines 

556-560, and lines 677-693, we discuss these points in detail.  

 

To elucidate this question, doctors should have been included into the study; I am not surprised that 

methodologists find the methodological knowledge of doctors as insufficient.  

Authors’ response:  

We wish to clarify that the methodologists recruited for this study were also mostly clinicians by 

training. However because of their methdological insight into medical test evaluation, we feel they 

might have been biased in this manner in their viewpoints. We have clarified this in the manuscript 

and have raised this as a limitation of this study in the revised manuscript. It can be found in the 

Discussion section lines 610-620.  

 

At some place it has to be outlined, what this study adds to already existing knowledge.  

Authors’ response:  

In the Discussion, lines 634-652, we have included a discussion of the current medical test guidelines 

such as those from NICE and frameworks such as GRADE for Diagnostics. We discuss the results of 

our interviews in light of what these organisations recommend in the development of guidelines 

around medical tests.  

Page 14 and 20 While citations are essential for illustrating results and are used well, it seems like 

there are too many citations on page 14 and 20 or they are too wordy and could be shortened.  

Authors’ response:  

We have reduced and/or shortened the quotations in the stated pages as suggested by the reviewer.  

 

Reviewer: 3  

 

Reviewer Name  

 

Marie Faughnan  

 

Institution and Country  

 

St. Michael's Hospital, University of Toronto, Canada  

 

Please state any competing interests or state ‘None declared’:  

None declared.  

 

Please leave your comments for the authors below This is a well written manuscript describing a well 

designed approach to a very current issue: assessing patient reported outcomes as it applies to 

 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-2015-010549 on 16 S

eptem
ber 2016. D

ow
nloaded from

 

http://bmjopen.bmj.com/


diagnostics test risks and benefits. The writing is clear and concise.  

 

The authors bring detailed information to help clarify barriers to guidelines development (resources, 

education) and limitations of current guidelines development (not including patient outcomes). It is an 

informative and thoughtful paper which should be of interest to all parties in guidelines development.  

 

Minor Comments:  

Page 8: ""assisting the all members' should read "assisting all of the members"  

Authors’ response  

Thank you. We have made the correction as suggested above.  

 

Discussion:  

The discussion would be improved with some practical suggestions regarding approaches to resolve 

the barriers/limitations the authors have raised. In addition, an example or figure of a test-treatment 

pathway would be helpful.  

Authors’ response:  

We thank the author for this suggestion. We have included a number of practical solutions to the 

barriers and limitations raised in this study. For instance, on some of the methodological issues raised 

by interviewees, such as on the need to include patient centre outcomes in the development of key 

questions, we mention that the developed of a test-treatment pathway at the outset of guideline 

development maybe helpful as well as looking for or using qualitative methods more explicitly. 

(covered in main manuscript Discussion section lines 630 -638; Supplementary Table 3). We have 

included citations to relevant references such as NICE, AHRQ and the Cochrane Diagnostic Test 

Accuracy Handbook (added as new reference) which provide examples of test-treatment pathways. 

We have refrained from including an example as this is beyond the remit of this paper and it will 

require a proper in-depth discussion of the strengths and limitations of current test treatment pathway 

approaches that are available.  

 

The authors discuss the importance of considering patient outcomes in guidelines development. The 

manuscript would be improved by a discussion of the types of patient outcomes that should be 

considered and practical approaches for including patient preference and patient reported outcomes.  

Authors’ response  

We have included an explicit definition of patient important outcomes in the Introduction para 1 (lines 

166-67). We have covered some practical approaches that guideline developers can utilise to address 

this in the Discussion section lines 630 as well as in Supplementary table 3. 
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