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VERSION 1 - REVIEW 

REVIEWER Nicola Walker 
Department of Health Sciences  
University of Leicester 

REVIEW RETURNED 09-Jul-2014 

 

GENERAL COMMENTS There are no formal exclusion criteria for the patient participants . 
Although it is explained patients who lack capacity will be excluded 
there is no mention about patients with language barriers or learning 
difficulties which may be problematic for this type of study.  
 
More detail could be offered about the content of the interviews with 
GPs, Patients and Other health professionals. How many semi- 
structured interviews will take place?  
 
Further detail would be appropriate also about the data they wish to 
extract from the Primary Care medical record in order to understand 
how this will be used to help meet the research objectives. For 
example how many prescriptions will they be looking at, who will 
analyse these for prescribing error and how will that be done? What 
appointment data will be collected? Will they be looking for continuity 
or missed appointements etc ?  
 
It is not clear whether the consultations with the health professionals 
e.g. GPs will specifically cover only those presentations in relation to 
their multimorbidity. 
 
It is excellent to see this work being performed in an area which is 
under researched in Primary Care i.e. Patient safety. This is gives a 
thorough background of research performed in the area of patient 
safety in other contexts and how it can help inform this work. 

 

REVIEWER Lisa Hanna 
Deakin University, Australia 

REVIEW RETURNED 12-Jul-2014 
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GENERAL COMMENTS 1. Research aims/ objectives: some repetition and inconsistency 
here. Abstract objectives (p2, line 23) differ from objectives stated in 
body of manuscript, which are also somewhat inconsistent (p.12, 
lines 22-55). For example, is p.10 line 40 'a focus on issues 
considered to be important to medical safety from patients' own 
perspectives' not a 'core aim' (currently described in the first 
paragraph of this section, p.12, lines 22-33). The 'core aims' do not 
mention the patient perspective, neither do they mention the carer 
(as compared to the abstract and later in the paper). The 
subsequent methods section (p.13) repeats objectives but also 
mentions 'human or systems failures within health care 
organisations' (lines 38-39). Unclear whether this should be an 
additional objective. Suggest some review and editing to ensure a 
clear, concise and consistent statement of study aims/ objectives.  
 
12. Study limitations are not discussed in the body of the text but 
one limitation (qualitative design limiting generalisability) is included 
in the 'strengths and limitations' bullet points. Discussion of 
limitations could be more detailed. In addition, while a qualitative 
study cannot yield statistical generalisability, it may produce analytic 
generalisability and authenticity. 
 
p.4, line 20: Sentence ending 'operation'- reference to support?  
 
p.4, line 25: Sentence ending 'setting'- reference to support?  
 
p.4, line 27: Sentence ending 'primary care'- reference to support?  
 
p.4, line 32: Suggest state 'General Practitioner (GP)' for 
international audience  
 
p.4, line 34: Sentence ending 'for health reasons'- reference to 
support?  
 
p.5, line 15: 'medications' or 'medication' reviews?  
 
p.7, lines 62-56: suggest reference sentence ending 'hospital 
settings' rather than citing the study later. Also suggest specifying 
where this ethnographic study of patient safety was carried out.  
 
p.8, line 24: suggest 'doctors, patients or both' rather than 'doctors, 
or patients or both'.  
 
p.8, line 33: Not sure whether a term as precise as 'delineate' is 
ideal for describing qualitative data collection and analysis.  
 
p.8, line 33: patients' not patient's  
 
p. 8, line 40: Suggest moving the last sentence of this paragraph to 
the beginning of next, for better linkage between this sentence and 
subsequent sentence.  
 
p.8, line 56: 'Continuity of primary care' rather than 'continuity of 
care'?  
 
p.9, line 4: Not clear to reader why this study [26] not also included 
in Table 1 as is being discussed in same paragraph as the 3 studies 
included in the table.  
 
p.9, line 6: What's missing is a clear statement in the text of the 
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article about why the MAXIMUM study is needed. What is the gap in 
the literature that this particular study will fill? Currently the 
MAXIMUM study/ acronym is introduced in the abstract but the term 
included the body of the paper on page 9 with no context/ 
justification. Suggest of the MAXIMUM acronym in the text, not just 
in the title.  
 
p.9, line 46: unnecessary comma after 'section'?  
 
p.10, line 4: explain PSTRC acronym for international readership  
 
p.10, line 27 (and previously): the paper includes multiple references 
to the study before presenting a clear statement of the objectives of 
the study or an explanation that this paper sets forward the study 
protocol. Suggest some restructuring for clarity. Currently this 
section pre-empts the statement of research objectives following.  
 
p.12, line 37: 'we will undertake an applied ethnographic study...' is 
design, not research objectives. Some editing/ restructuring here 
would avoid repetition with methods.  
 
p.13, first paragraph: repeats from 'research objectives' section on 
p.10. As above, suggest editing to avoid repetition and conciseness/ 
clarity.  
 
p.13, second sentence: long and difficult sentence to follow. Suggest 
rewording for ease of reader comprehension.  
 
p.13, line 51: 'longitudinal qualitative or serial interview studies'- 
above and abstract states ethnography only, while below mentions 
case study approach also. Suggest editing for consistency and to 
avoid confusion.  
 
p.14, line 15: Sentence ending 'informal interviews'- reference to 
support?  
 
p.14, line 24: Sentence ending 'investigation'- reference to support?  
 
p.14, line 27- unnecessary to capitalise 'health services research'?  
 
p.16, line 7: unnecessary comma after 'patients'  
 
p.21, line 18: 'analysis...carried out using a framework developed 
from existing literature..'- please clarify that the analytic approach is 
therefore deductive rather than inductive, and how this is congruent 
with the subsequent statements that the study is 'exploratory in 
nature' (p.25, line 24) and 'firmly grounded in patient perspectives 
and experiences' (p.25, line 53) ? 
 
Overall, this is a very well written and thorough protocol, and the 
authors are to be congratulated on the rigour of their study and the 
professionalism of their writing. Some minor edits in structure and 
content will ensure clarity, conciseness and methodological 
congruence.   
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VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

Reviewer Name Nicola Walker  

Institution and Country Department of Health Sciences  

University of Leicester  

Please state any competing interests or state „None declared‟: None declared  

 

 

 

There are no formal exclusion criteria for the patient participants . Although it is explained patients 

who lack capacity will be excluded there is no mention about patients with language barriers or 

learning difficulties which may be problematic for this type of study.  

 

RESPONSE: English language was something we had to discuss on our ethics application. 

Informally, our view is that a specialist study would be required to consider patients in whom English 

is not their first language. However, although we believe it is unlikely that we will recruit patients who 

do not speak English, we would not wish to operate that as a formal exclusion criterion, especially as 

one of the districts where we plan to undertake fieldwork contains a high proportion of residents who 

speak languages other than English as a first language. The following text (taken from the ethics 

application) has been added to page:  

 

“Thus, the study may include patients with cognitive, speech or other deficits that affect 

communication. Both researchers working on the study have prior experience of qualitative interviews 

of elderly people with health problems. One researcher also has experience of interviewing patients 

with disordered speech due to neurological problems. Both have experience of interviewing non-

English speaking patients through family, carer or professional interpreters. We will not exclude 

patients on the basis that they do not speak English. If GPs identify a non-English speaker (e.g.  

they are the only potential recruit identified by a GP from their practice list), then we will employ an 

interpreter to work specifically with that patient. We will check with the GP that the use of an 

interpreter is appropriate and not likely to lead to excessive burden on any non-English speaking 

patients, who may already have an interpreter present for their clinical care.”  

 

Note that this text intimates that we will be unlikely to recruit non-English speaking patients if it 

increases burden for participants, e.g. by having too many people present during consultations. We 

may well include patients with learning difficulties – although we are interested in patients with anxiety 

and depression – and the above new text makes clear that the fieldworkers have the appropriate 

experience necessary if patients with learning disabilities are recruited. However, again – this group 

are likely to benefit from a specialist study.  

 

 

More detail could be offered about the content of the interviews with GPs, Patients and Other health 

professionals. How many semi- structured interviews will take place?  

 

RESPONSE: Pages 20-21, added: “If the maximum number of 40 patients are recruited to the study, 

this would lead to a dataset consisting of 80 patient and 80 GP interviews (2 of each or 4 in total per 

patient). Assuming that one other participating care provider per patient (who is considered 

particularly important) is also interviewed at some stage during the life of the study, that would lead to 

a total of five patient or GP or health carer semi-structured interviews per patient, to add to the 10 

observation of interaction episodes as detailed above.  
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Given the ethnographic nature of the study, the content of patient, GP and carer interviews are likely 

to be derived iteratively from the early stages of the fieldwork and data collected. However, and as 

described above, an overall framework for these discussions has been derived from the existing 

literature (table 1). Thus, our initial topic guide for GPs focuses on their perception of participating 

patients‟ different conditions and needs; how these are managed in clinical practice; and, their 

perception of the quality of the doctor-patient relationship and any issues in communication issues. 

Their perceptions about the quality of care provided by others and any personal or characteristics of 

each patient‟s home environment or personal circumstances that might be seen to impact on the care 

plan. The starting point for the patient topic guide focuses on their perceptions and experiences of the 

care they receive from GPs, other health professionals and any informal carers. Again, issues in 

communication and relationships will be explored so that it may be compared with the opinions 

derived from health professionals and informal carers. Another main focus of the patient interviews 

will be on the work involved in managing or self-managing their conditions, such as getting to health 

appointments, obtaining or taking medications or other treatments or therapies.”  

 

 

 

 

Further detail would be appropriate also about the data they wish to extract from the Primary Care 

medical record in order to understand how this will be used to help meet the research objectives. For 

example how many prescriptions will they be looking at, who will analyse these for prescribing error 

and how will that be done? What appointment data will be collected? Will they be looking for 

continuity or missed appointements etc ?  

 

RESPONSE: Following the advice of the clinical members of the study team, we will not be 

„objectively‟ reviewing prescriptions or medical records for medical errors. Rather, we will be 

interviewing patients‟ GPs about their perceptions of where the capacity or possibility for „mistakes‟ or 

adverse events exists. The fieldworkers do not have clinical or pharmaceutical training and are 

focused mainly on issues of communication. This was an issue that was raised by the Ethics 

Committee and forms part of our Ethics Approval. The only reason we are extracting information from 

the medical record is to get a handle on what conditions the patient has and how many people are 

involved in their care. The following text has been added to the relevant paragraph on page 19:  

 

“We will not be „objectively‟ reviewing the medical record data, e.g. to find prescription errors. 

However, we will examine the extent to which the information (e.g. on the number or nature of 

conditions or diagnoses) chimes with doctors‟ narratives around each case or patients‟ accounts of 

their own health problems or illness management.”  

 

 

It is not clear whether the consultations with the health professionals e.g. GPs will specifically cover 

only those presentations in relation to their multimorbidity.  

 

RESPONSE: This comment seems to be a reflection of the fact that “Multimorbidity” appears to be 

more of a health managerial term than the name of a clinical condition. We are recruiting patients who 

meet our inclusion criteria, one of which is that they have 2 or more active conditions, and will then be 

examining all aspects of their interactions with primary and community care.  

 

 

It is excellent to see this work being performed in an area which is under researched in Primary Care 

i.e. Patient safety. This is gives a thorough background of research performed in the area of patient 

safety in other contexts and how it can help inform this work.  
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Reviewer: 2  

Reviewer Name Lisa Hanna  

Institution and Country Deakin University, Australia  

Please state any competing interests or state „None declared‟: None declared  

 

 

 

1. Research aims/ objectives: some repetition and inconsistency here. Abstract objectives (p2, line 

23) differ from objectives stated in body of manuscript, which are also somewhat inconsistent (p.12, 

lines 22-55).  

 

RESPONSE: The objectives (below) taken form the body of the manuscript have been copied to the 

abstract in place of the previous text:  

 

“Our core aims are to understand the mechanisms by which multimorbidity leads to safety failures, to 

explore the different ways in which patients and services respond (or fail to respond), and to identify 

opportunities for intervention”  

 

 

2. For example, is p.10 line 40 'a focus on issues considered to be important to medical safety from 

patients' own perspectives' not a 'core aim' (currently described in the first paragraph of this section, 

p.12, lines 22-33).  

 

RESPONSE: The following text has been deleted from the manuscript: “with a focus on issues 

considered to be important to medical safety from patients‟ own perspectives”  

 

 

3. The 'core aims' do not mention the patient perspective, neither do they mention the carer (as 

compared to the abstract and later in the paper). The subsequent methods section (p.13) repeats 

objectives but also mentions 'human or systems failures within health care organisations' (lines 38-

39). Unclear whether this should be an additional objective. Suggest some review and editing to 

ensure a clear, concise and consistent statement of study aims/ objectives.  

 

RESPONSE: As above, references to patients‟ own perspective as a core or focus has been 

removed.  

 

Further, at the bottom of page 7, this text has been removed: “none has focused explicitly on the 

patient perspective. Rather,”  

 

“Core” aims now singularly refer to understanding how multimorbidity [might] lead to patient safety 

failures  

 

4. Study limitations are not discussed in the body of the text but one limitation (qualitative design 

limiting generalisability) is included in the 'strengths and limitations' bullet points. Discussion of 

limitations could be more detailed. In addition, while a qualitative study cannot yield statistical 

generalisability, it may produce analytic generalisability and authenticity.  

 

RESPONSE: The following paragraph has been added to the beginning of the discussion:  

“Strengths and Weaknesses  

A longitudinal consideration of interaction and clinical management in patients with multimorbidity in 
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primary care has the potential to explore the circumstances in which relationships or significant events 

might act as precursors to potential errors or adverse events. The management of multimorbidity 

presents significant challenges for patients, doctors and carers and is likely to exacerbate issues in 

communication, relationships or systems that have the potential to bring errors or adverse events in 

medical care. A qualitative approach will allow us to explore cases in depth and detail and incorporate 

the views and perceptions of patients, doctors and significant others involved in their care. The design 

of the study means that findings will not be generalizable to all patients with multimorbidity in primary 

care. However, such an approach has the capacity to yield authentic accounts which can be 

considered “trustworthy” or valid in a conceptual sense. These real world accounts will be used to 

inform the development of interventions targeted mainly at patients or their informal carers with the 

aim of improving the quality of patient care. The study population includes patients with additional 

vulnerabilities, where relationship, communication and issues in continuity of care are likely to be 

magnified. Whilst this is necessary in order to increase the likelihood of identifying precursors to 

patient safety failures, it means that our findings may not be relevant for other patients who are better 

equipped to be actively engaged in their own care.”  

 

 

 

p.4, line 20: Sentence ending 'operation'- reference to support?  

 

RESPONSE: Preceding reference [1] added to end of sentence.  

 

 

p.4, line 25: Sentence ending 'setting'- reference to support?  

 

RESPONSE: “is” in this sentence has been changed to “could be”  

 

 

p.4, line 27: Sentence ending 'primary care'- reference to support?  

 

RESPONSE: This sentence has been deleted and part-subsumed into the one that follows.  

 

 

p.4, line 32: Suggest state 'General Practitioner (GP)' for international audience  

 

RESPONSE: Added to the manuscript.  

 

 

p.4, line 34: Sentence ending 'for health reasons'- reference to support?  

 

RESPONSE: All three sentences refer to the reference [2] at the end, but an additional [2] has been 

placed following this sentence.  

 

 

p.5, line 15: 'medications' or 'medication' reviews?  

 

RESPONSE: Changed to „medication‟  

 

 

p.7, lines 62-56: suggest reference sentence ending 'hospital settings' rather than citing the study 

later. Also suggest specifying where this ethnographic study of patient safety was carried out.  
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RESPONSE: Done  

 

 

p.8, line 24: suggest 'doctors, patients or both' rather than 'doctors, or patients or both'.  

 

RESPONSE: Amended  

 

 

p.8, line 33: Not sure whether a term as precise as 'delineate' is ideal for describing qualitative data 

collection and analysis.  

 

RESPONSE: Changed to “characterize”  

 

 

p.8, line 33: patients' not patient's  

 

RESPONSE: Changed  

 

 

 

p. 8, line 40: Suggest moving the last sentence of this paragraph to the beginning of next, for better 

linkage between this sentence and subsequent sentence.  

 

RESPONSE: Done  

 

p.8, line 56: 'Continuity of primary care' rather than 'continuity of care'?  

 

RESPONSE: No, the latter. Whilst we are only undertaking fieldwork in primary care settings, some of 

our patients are likely to transition in-and-out of secondary care during the 2 year life of the study, 

which could have implications for safety. However, we will only be looking at these issues from the 

perspective of the GP/patient/carer.  

 

p.9, line 4: Not clear to reader why this study [26] not also included in Table 1 as is being discussed in 

same paragraph as the 3 studies included in the table.  

 

RESPONSE: Because this study was concerned with the primary/secondary care interface, i.e. data 

was collected in hospitals too. For clarity, this reference has been deleted. This also refers to the 

preceding point.  

 

 

p.9, line 6: What's missing is a clear statement in the text of the article about why the MAXIMUM 

study is needed. What is the gap in the literature that this particular study will fill? Currently the 

MAXIMUM study/ acronym is introduced in the abstract but the term included the body of the paper 

on page 9 with no context/ justification. Suggest of the MAXIMUM acronym in the text, not just in the 

title.  

 

RESPONSE: the following text has been inserted here: “The relationship and communication domains 

in table 1 highlight the potential role that patients might play in patient safety themselves. The patient 

safety literature underlines that promoting safe care is a collaborative enterprise in which patients are 

already involved [15], although we assert that this is likely to be more challenging for patients with 

multiple health problems (see above). Thus, the ultimate objective of our study is to explore and 

examine ways in which patients (or their informal carers) might become more actively engaged (or 
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better involved) in their own care, with the aim of reducing the potential for safety failures. Hence, we 

have called our study „MAXIMUM‟: MAXimising Involvement in MUltiMorbidity (MAXIMUM) in Primary 

Care.”  

 

 

p.9, line 46: unnecessary comma after 'section'?  

 

RESPONSE: removed  

 

 

p.10, line 4: explain PSTRC acronym for international readership  

 

RESPONSE: Done  

 

p.10, line 27 (and previously): the paper includes multiple references to the study before presenting a 

clear statement of the objectives of the study or an explanation that this paper sets forward the study 

protocol. Suggest some restructuring for clarity. Currently this section pre-empts the statement of 

research objectives following.  

 

RESPONSE: The new paragraph originally drafted in response to “p.9, line 6”, above, has been 

instead inserted here.  

 

p.12, line 37: 'we will undertake an applied ethnographic study...' is design, not research objectives. 

Some editing/ restructuring here would avoid repetition with methods.  

 

RESPONSE: The paragraph containing this text has been removed.  

 

 

p.13, first paragraph: repeats from 'research objectives' section on p.10. As above, suggest editing to 

avoid repetition and conciseness/ clarity.  

 

RESPONSE: This entire paragraph has been deleted.  

 

 

p.13, second sentence: long and difficult sentence to follow. Suggest rewording for ease of reader 

comprehension.  

 

RESPONSE: I think this sentence has been deleted now as in the response to the previous point.  

 

 

 

p.13, line 51: 'longitudinal qualitative or serial interview studies'- above and abstract states 

ethnography only, while below mentions case study approach also. Suggest editing for consistency 

and to avoid confusion.  

 

RESPONSE: The study is not a „pure‟ ethnography. These methodological features are necessary to 

make it clear that we undertaking a form of hybrid/focused or „applied‟ form of ethnographic research.  

 

 

p.14, line 15: Sentence ending 'informal interviews'- reference to support?  

 

RESPONSE: sentence deleted  
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p.14, line 24: Sentence ending 'investigation'- reference to support?  

 

RESPONSE: sentences deleted  

 

 

p.14, line 27- unnecessary to capitalise 'health services research'?  

 

RESPONSE: Changed  

 

 

p.16, line 7: unnecessary comma after 'patients'  

 

RESPONSE: Removed  

 

 

p.21, line 18: 'analysis...carried out using a framework developed from existing literature..'- please 

clarify that the analytic approach is therefore deductive rather than inductive, and how this is 

congruent with the subsequent statements that the study is 'exploratory in nature' (p.25, line 24) and 

'firmly grounded in patient perspectives and experiences' (p.25, line 53) ?  

 

RESPONSE: The analysis contains both deductive and inductive elements. The following text has 

been added to the beginning of the section on data analysis: “This is an applied ethnographic study 

that involves both inductive and deductive analytic techniques.”  

 

Overall, this is a very well written and thorough protocol, and the authors are to be congratulated on 

the rigour of their study and the professionalism of their writing. Some minor edits in structure and 

content will ensure clarity, conciseness and methodological congruence. 
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