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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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safety using a harm-free care approach 

AUTHORS Power, Maxine; Brewster, Elizabeth; Parry, Gareth; Brotherton, 
Ailsa; Minion, Joel; Ozieranski, Piotr; McNicol, Sarah; Harrison, 
Abigail; DixonWoods, Mary 

 

VERSION 1 - REVIEW 

REVIEWER Katie N. Dainty 
Li Ka Shing Knowledge Institute  
St. Michael's Hospital  
Toronto, Canada 

REVIEW RETURNED 02-Apr-2016 

 

GENERAL COMMENTS Thank you very much for the opporrtunity to review this excellent 
paper by Power et al. It describes the mixed-method evaluation of 
an ambitous large-scale QI program in the UK designed to develop a 
shared safety focus on high volume harms, establish a new 
measurement system based on a composite measure of "harm-free" 
care and deliver improved outcomes.  
 
This is a very well written paper and demonstrates how leveraging 
the strengths of both quantitative and qualitative data collection is 
crucial in evaluating complex QI interventions. I would like to see a 
bit more discussion in the methods section about the design of the 
mixed methods approach (ie. sequential or concurrent, and 
explanatory, transformative or triangulation, etc) and how the 
"mixing" was actually done during analysis; as is the analyses are 
actually described quite separately. If it was actually done more 
separately perhaps a more accurate descriptor for the study is 
"multi-method" although the presentation of the results would 
suggest the data was analyzed together.  
 
Also in the Methods section, I think the reader would benefit from 
more detail on how the various interview participants were sampled 
and when it was decided that enough data had been collected. Was 
disconfirming evidence sought?  
 
The discussion is well articulated and draws appropriate conclusions 
and important lessons learned from this evaluation. A small few 
small suggestions:  
1) I would remove the final sentence of the second paragraph on 
page 15 ("A further possibility is that, perhaps anticipating financial 
incentives becoming attached to performance on harm-free care 
(and not just the data collection), organizations found ways of 
showing that they were “compliant”.") This is a speculatory 
statement and doesn't add anything to the arguement above it.  
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2) I would also remove/reword the paragraph at the top of page 16 
about the potential for bias in the qualitative sampling. Qualitative 
methods by nature are designed for representation, not 
generalization and I think this does a complete disservice to the 
method to label it a limitation. It is absolutely worth mentioning that 
those in the collaborative are by definition more engaged but that 
doesn't make them bias, especially given that the results were not 
unanimously positive. You have quite a large sample of interviews 
and several types of opinions were solicited so I would suggest that 
you have done what is necessary to limit bias. Perhaps a short 
paragraph on efforts to ensure qualitative reliability and validity in the 
methods section would be appropriate?  
 
This paper adds important insight into the ongoing question of the 
impact and uptake of large scale collaborative QI programs and also 
contributes an excellent example of how to report mixed/multi 
method evaluations. With a few minor revisions this would be a 
welcome addition to the QI literature. 

 

REVIEWER Rebecca Lawton 
School of Psychology  
University of Leeds  
Leeds  
UK 

REVIEW RETURNED 11-Apr-2016 

 

GENERAL COMMENTS There is no doubt that the safety thermometer quality improvement 
programme represents one of the most significant changes to the 
measurement of patient safety events in England in recent years. 
Therefore, a research article exploring the implementation and 
resulting impact of this programme is of broad interest to a general 
readership.  
 
I felt that the article fell a little short of its proposed aims, particularly 
the last one. I would like to see this article published, however, 
because if the authors can address a couple of fundamental issues 
and some more minor ones, there is some important learning to be 
had. First, I would suggest that the authors revisit their research 
objectives. At the moment there appears to be some confusion 
about the objectives of the programme and objectives of the 
research. One example of this is in the Abstract where the 
Objectives in the opening section appear to be those of the overall 
programme, but these are then not aligned with the measures 
section which refer specifically to the data collected for research 
purposes. The Results section (in the Abstract) seemed to be 
referring to the results of the programme rather than the specific 
findings of the research. By writing it in this way, the evaluation work 
appears as a bit of an afterthought rather than the focus of the 
article.  
 
The second point is that it is not clear from the description of the 
methods that the study was designed to address the question of 
whether the programme delivered improvements in clinical 
outcomes. Looking at changes in harms over time is not a 
sufficiently robust methodology to make any claims about 
improvement. Maturity (i.e. natural improvement over time), gaming 
(of the measurement) and response to other safety initiatives are all 
plausible explanations for reductions in patient harm. My 
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recommendation would be to remove this objective and focus on the 
other two.  
 
Recommendations to help achieve the disentangling of programme 
and research objectives:  
 
1. Rewrite Abstract (see recommendations above)  
 
2. The introduction provided a useful overview of the programme 
itself, important background for the reader, but more could be done 
to ground the research questions in the current implementation 
literature. What gaps in our knowledge does the study of the 
implementation of this large scale programme allow you to address?  
 
3. Be more specific at the end of the introduction about the research 
questions you are addressing in this article and map these onto the 
gaps in current knowledge.  
 
4. The methods section needs to be rewritten with a clearer mapping 
of the data collection and analysis methods onto the research 
questions/aims. Greater clarity about the number of organisations 
participating in the research (rather than the programme) would be 
useful here as well as how the data were synthesised.  
 
5. The Results section is well written and compelling, but it was not 
always obvious which data sources were being referred to in 
describing findings e.g. paragraph beginning 'The most profound.... 
at the top of page 10. I was left wondering how much of what was 
written here came from the experiences of the author team rather 
than from the data itself. Moreover, while there is evidence that the 
interviews and survey data were used to inform the findings, it was 
less obvious how the observations and document analysis had been 
utilised. If these methods were not used I would suggest that they be 
removed from the Methods.  
 
6. The discussion might be usefully structured to a greater extent 
around a) the research questions or aims and b) how these findings 
build on our current knowledge of implementing large-scale 
programmes. This section might also comment on how methods for 
evaluation could also be improved. I guess at the end of the day we 
do not know whether this large scale and impressive programme 
improves safety and that seems a shame.  
 
 
 
Other minor comments  
 
On page 6 please provide name of the ethics committee that granted 
approval. A reference number might also be required  
 
On page 7, in the methods, I found the following sentence confusing:  
 
In order to identify whether collaborative participation had an effect 
and the shifting denominater, we undertook....... 
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VERSION 1 – AUTHOR RESPONSE 

Reviewer 1  

1. This is a very well written paper and demonstrates how leveraging the strengths of both 

quantitative and qualitative data collection is crucial in evaluating complex QI interventions. I would 

like to see a bit more discussion in the methods section about the design of the mixed methods 

approach (ie. sequential or concurrent, and explanatory, transformative or triangulation, etc) and how 

the "mixing" was actually done during analysis; as is the analyses are actually described quite 

separately. If it was actually done more separately perhaps a more accurate descriptor for the study is 

"multi-method" although the presentation of the results would suggest the data was analyzed 

together.  

 

RESPONSE:  

 

We have amended the account of the methods. We agree that the approach is better described as 

“multi-method”. We have explained that the process evaluation was conducted concurrently and was 

used as part of a convergent study design.  

 

2. Also in the Methods section, I think the reader would benefit from more detail on how the various 

interview participants were sampled and when it was decided that enough data had been collected. 

Was disconfirming evidence sought?  

 

RESPONSE:  

 

We have now explained sampling in more detail in the Methods section (table 2) We have provided 

some commentary on disconfirming evidence in the Discussion.  

 

3. I would remove the final sentence of the second paragraph on page 15 ("A further possibility is that, 

perhaps anticipating financial incentives becoming attached to performance on harm-free care (and 

not just the data collection), organizations found ways of showing that they were “compliant”.") This is 

a speculatory statement and doesn't add anything to the argument above it.  

 

RESPONSE:  

 

We recognise that this is a speculative statement, but it does have some evidence in the literature on 

gaming. Given recent revelations in the US and elsewhere, we feel it is important to retain some 

acknowledgement of this possibility, especially given Reviewer 2’s comments. We have therefore 

retained the spirit of the sentence but have amended it.  

 

4. I would also remove/reword the paragraph at the top of page 16 about the potential for bias in the 

qualitative sampling. Qualitative methods by nature are designed for representation, not 

generalization and I think this does a complete disservice to the method to label it a limitation. It is 

absolutely worth mentioning that those in the collaborative are by definition more engaged but that 

doesn't make them bias, especially given that the results were not unanimously positive. You have 

quite a large sample of interviews and several types of opinions were solicited so I would suggest that 

you have done what is necessary to limit bias. Perhaps a short paragraph on efforts to ensure 

qualitative reliability and validity in the methods section would be appropriate?  

RESPONSE:  

We have reworded the paragraph but have not added a further paragraph to the methods section as 

the paper is already lengthy  

 

 

Reviewer 2  
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1. First, I would suggest that the authors revisit their research objectives. At the moment there 

appears to be some confusion about the objectives of the programme and objectives of the research.  

 

RESPONSE: We have revisited and clarified the research objectives, making it more clear that this 

was an evaluation of a quality improvement programme, and explaining that the evaluation focused 

on achievement of the programme objectives and influences on achievement.  

 

 

2. One example of this is in the Abstract where the Objectives in the opening section appear to be 

those of the overall programme, but these are then not aligned with the measures section which refer 

specifically to the data collected for research purposes. The Results section (in the Abstract) seemed 

to be referring to the results of the programme rather than the specific findings of the research. By 

writing it in this way, the evaluation work appears as a bit of an afterthought rather than the focus of 

the article.  

 

RESPONSE: This study was an evaluation of a quality improvement programme: it was not a 

research study that designed and implemented and implemented a programme. As is common in 

such evaluations, we did not collect separate data on clinical outcomes but used the data collected for 

the programme. We have now made this more clear in the abstract, and have also added a sentence 

to clarify that the study was “wrapped round” the programme.  

 

3. The second point is that it is not clear from the description of the methods that the study was 

designed to address the question of whether the programme delivered improvements in clinical 

outcomes. Looking at changes in harms over time is not a sufficiently robust methodology to make 

any claims about improvement. Maturity (i.e. natural improvement over time), gaming (of the 

measurement) and response to other safety initiatives are all plausible explanations for reductions in 

patient harm. My recommendation would be to remove this objective and focus on the other two.  

 

RESPONSE: We recognise that the reviewer is making an important point, and we have now 

acknowledged the issues of maturity and gaming (see response to reviewer 1 re this). However, we 

think it is important to report the data we have available. As above, it is not uncommon for evaluations 

to have to use the data collected by the programme, and often the available study designs are 

accordingly constrained. We have taken precautions with the data by reporting the subgroup of 

organisations that submitted data from beginning to end. We feel on balance that it is better to report 

the data than to leave it out altogether, but we have now more fully acknowledged the limitations.  

 

4. Recommendations to help achieve the disentangling of programme and research objectives:  

 

Rewrite Abstract (see recommendations above)  

 

We have reviewed and amended the abstract.  

5. The introduction provided a useful overview of the programme itself, important background for the 

reader, but more could be done to ground the research questions in the current implementation 

literature. What gaps in our knowledge does the study of the implementation of this large scale 

programme allow you to address?  

 

RESPONSE: We have now more thoroughly located our paper in this literature and have identified 

the gaps our study seeks to address.  

6. Be more specific at the end of the introduction about the research questions you are addressing in 

this article and map these onto the gaps in current knowledge.  
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RESPONSE: We have made the research questions more specific. We feel the discussion of the 

gaps mentioned above is sufficient to “map” these onto the gaps in current knowledge without a 

further repetition here.  

7. The methods section needs to be rewritten with a clearer mapping of the data collection and 

analysis methods onto the research questions/aims. Greater clarity about the number of organisations 

participating in the research (rather than the programme) would be useful here as well as how the 

data were synthesised.  

RESPONSE: We have provided further clarity here by amending Boxes 1 and 2. We have also 

explained that we brought the data together thematically.  

8. The Results section is well written and compelling, but it was not always obvious which data 

sources were being referred to in describing findings e.g. paragraph beginning 'The most profound.... 

at the top of page 10. I was left wondering how much of what was written here came from the 

experiences of the author team rather than from the data itself. Moreover, while there is evidence that 

the interviews and survey data were used to inform the findings, it was less obvious how the 

observations and document analysis had been utilised. If these methods were not used I would 

suggest that they be removed from the Methods.  

 

RESPONSE: We have now clarified the sources of evidence, and made more clear how the 

observations and documents were used.  

9. The discussion might be usefully structured to a greater extent around a) the research questions or 

aims and b) how these findings build on our current knowledge of implementing large-scale 

programmes. This section might also comment on how methods for evaluation could also be 

improved. I guess at the end of the day we do not know whether this large scale and impressive 

programme improves safety and that seems a shame.  

 

RESPONSE: We have organised the Discussion to address these issues in more detail. Given these 

comments, we feel it is especially important that we retain the reporting of the quantitative data (see 

above).  

10. On page 6 please provide name of the ethics committee that granted approval. A reference 

number might also be required  

 

RESPONSE: The name of the ethics committee and the reference number are given on p18.  

11. On page 7, in the methods, I found the following sentence confusing:  

 

In order to identify whether collaborative participation had an effect and the shifting denominater, we 

undertook.......  

 

RESPONSE: This sentence has been clarified to read:  

 

“In order to identify whether collaborative participation had an effect, we undertook a subgroup 

analysis of the 12 organisations that submitted data consistently from January 2011 to March 2013.” 

VERSION 2 – REVIEW 

REVIEWER Katie Dainty 
Li Ka Shing Knowledge Institute  
St. Michael's Hospital  
Toronto, Canada 

REVIEW RETURNED 03-Jun-2016 

 

GENERAL COMMENTS Thank you very much for your attentive responses to my previous 
comments. I think this paper reads very well now and I look forward 
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to hopefully seeing it in publication very soon.  
 
The only two very minor revisions that require fixing are: 1) I would 
recommend moving the paragraph that starts with "Run as part of 
the Department of Health's Quality, Innovation, Productivity and 
Prevention...." to be the first paragraph under the sub-heading "The 
harm-free care programme" would provide a bit of an introduction to 
the programme before stating the goals and would make the section 
flow a bit better. And 2) you still use the term "mixed method" in a 
few places in the paper (Methods section of the abstract, p. 16 first 
line of discussion) so just double check that all of those references 
have been removed or changed to "multi-method". 

 

REVIEWER Rebecca Lawton 
School of Psychology, University of Leeds, UK 

REVIEW RETURNED 15-Jun-2016 

 

GENERAL COMMENTS The manuscript is much improved following previous reviewer 
feedback but there remain a couple of points that I would suggest 
that the authors address to make transparent the aims of this paper 
and how the data collected allowed you to address these aims. 
There are also a few minor issues which are listed below.  
 
 
The authors describe three aims. It would be very helpful to readers 
if they could a) be more specific about how they would know if these 
aims had been achieved and b) clarify how both the quantitative and 
qualitative data collected allowed them to address these aims. At the 
moment, Table 1 has three goals which do not map onto the aims 
directly and then there is a table of qualitative methods. Would it be 
possible to produce one table which shows the three aims in the left 
hand column and then the way the quantitative and qualitative data 
collection allowed you to address these aims.  
 
Minor edits  
1. The word 'to' is missing from the last sentence of the Objectives 
section in the Abstract.  
2. the word 'should' is missing from the last sentence of the Abstract  
3. The first sentence on page 3 'The mixed-methods design.......' is 
clumsy  
4. Sentence starting 'In order to....' on page 7 is not clear. It 
suggests that you wanted to identify the shifting denominator. Is this 
the case?  
5. I think you can estimate a response rate for the survey because it 
was sent to all those people who attended a learning event. I agree 
this may not be entirely accurate, but it is as good as you are likely 
to get and will provide some indication of how representative your 
sample are.  
6. The range values on page 9 look odd when read alongside the 
text. I wonder whether Means might be more useful here  
7.On page 10, Aim 2, I am not sure that the first two paragraphs are 
based on data collected. If not, please delete or clarify what the data 
sources were.  
8. In the discussion the authors claim that without the first phase, the 
second phase 'is likely to have foundered'. What is the basis for this 
claim? Please refer to the data that supports this argument. 
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VERSION 2 – AUTHOR RESPONSE 

Reviewer: 1  

Reviewer Name: Katie Dainty  

Institution and Country: Li Ka Shing Knowledge Institute, St. Michael's Hospital, Toronto, Canada  

Competing Interests: None declared.  

 

Thank you very much for your attentive responses to my previous comments. I think this paper reads 

very well now and I look forward to hopefully seeing it in publication very soon.  

 

The only two very minor revisions that require fixing are: 1) I would recommend moving the paragraph 

that starts with "Run as part of the Department of Health's Quality, Innovation, Productivity and 

Prevention...." to be the first paragraph under the sub-heading "The harm-free care programme" 

would provide a bit of an introduction to the programme before stating the goals and would make the 

section flow a bit better.  

RESPONSE: We have moved the first part of this paragraph, as suggested.  

 

And 2) you still use the term "mixed method" in a few places in the paper (Methods section of the 

abstract, p. 16 first line of discussion) so just double check that all of those references have been 

removed or changed to "multi-method".  

RESPONSE: We have altered all mentions to “multi-method”.  

 

 

Reviewer: 2  

Reviewer Name: Rebecca Lawton  

Institution and Country: School of Psychology, University of Leeds, Leeds, UK  

Competing Interests: None declared  

 

The manuscript is much improved following previous reviewer feedback but there remain a couple of 

points that I would suggest that the authors address to make transparent the aims of this paper and 

how the data collected allowed you to address these aims. There are also a few minor issues which 

are listed below.  

 

The authors describe three aims. It would be very helpful to readers if they could a) be more specific 

about how they would know if these aims had been achieved and b) clarify how both the quantitative 

and qualitative data collected allowed them to address these aims. At the moment, Table 1 has three 

goals which do not map onto the aims directly and then there is a table of qualitative methods. Would 

it be possible to produce one table which shows the three aims in the left hand column and then the 

way the quantitative and qualitative data collection allowed you to address these aims.  

 

RESPONSE: This is a helpful comment. We have mapped the goals of the programme much more 

clearly onto the quantitative data. The process evaluation was not focused on goal assessment 

specifically (its purpose was different), so we did feel it would feel it would be feasible or clear to 

combine the two tables into one.  

 

Minor edits  

1. The word 'to' is missing from the last sentence of the Objectives section in the Abstract.  

2. the word 'should' is missing from the last sentence of the Abstract  

3. The first sentence on page 3 'The mixed-methods design.......' is clumsy  

 

RESPONS: These issues are resolved.  

 

4. Sentence starting 'In order to....' on page 7 is not clear. It suggests that you wanted to identify the 
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shifting denominator. Is this the case?  

 

RESPONSE: we have amended this sentence.  

 

5. I think you can estimate a response rate for the survey because it was sent to all those people who 

attended a learning event. I agree this may not be entirely accurate, but it is as good as you are likely 

to get and will provide some indication of how representative your sample are.  

RESPONSE: It was sent to people who attended a learning event, but also disseminated further 

through email contact channels. We have now made this clearer. Given this method of distribution, we 

do not feel an estimate of the response rate would be reliable.  

 

6. The range values on page 9 look odd when read alongside the text. I wonder whether Means might 

be more useful here  

RESPONSE: We have rewritten the sentences so they clearer, but because we are describing the 

extent to which a specific target was achieved, we still think the range is more helpful than the mean.  

 

7.On page 10, Aim 2, I am not sure that the first two paragraphs are based on data collected. If not, 

please delete or clarify what the data sources were.  

RESPONSE: The paragraphs clearly indicate that the data sources are interviews and observations. 

We have retained these paragraphs.  

 

8. In the discussion the authors claim that without the first phase, the second phase 'is likely to have 

foundered'. What is the basis for this claim? Please refer to the data that supports this argument.  

RESPONSE: We have amended to read “might”. This is a judgement rather than an data-driven 

conclusion that is appropriate to make in a Discussion section, and we think it is an important point. 

 

VERSION 3 – REVIEW 

REVIEWER Rebecca Lawton 
University of Leeds  
UK 

REVIEW RETURNED 14-Jul-2016 

 

GENERAL COMMENTS No further comments. 
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