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VERSION 1 - REVIEW 

REVIEWER Dr Andrei Stanciu 
Bangor University, United Kingdom 

REVIEW RETURNED 20-Jul-2015 

 

GENERAL COMMENTS Excellent manuscript, well-written, and very informative, concerning 
the development and interim evaluation of the ProtecT nurse-led 
intervention. Below are a few minor comments for consideration (p. 
designates page number):  
 
1. Abstract (p.2): The first sentences from the “Design” and “Results” 
sub-sections respectively, seem better suited at the end of the 
“Objectives” sub-section of the Abstract, as they both describe the 
nurse-led intervention which was assessed (the aim of the study), 
and not the Design, and Results of the current evaluative research. 
(see also point 6 below)  
2. A clearer distinction between Active Surveillance (AS) and Active 
Monitoring (AM) is needed. In the Abstract and Introduction the 
terms appear to be used interchangeably, but in the Method section 
(p.8) and thereafter AS appears to refer to Urologist-led care, and 
AM appears reserved for the nurse-led approach evaluated in the 
manuscript. If this distinction was made elsewhere (e.g., ProtecT 
protocol paper, or an unrelated article), please inform the reader and 
include a reference. If the two terms are used interchangeably, 
please clarify. This doesn’t affect the validity of the text, but will 
improve its clarity and precision.  
3. All the information about participants should be included in the 
Method/Patients sub-section. The following sentences should be 
moved from the Results section to the Method/Patients section: the 
whole paragraph beginning: “Twenty-two men took part in 
interviews…”, (p.12) and the following paragraph beginning: “All 20 
invited men receiving AS…”. Please adjust the text as needed.  
4. The writing style of the manuscript is of a very high standard 
throughout, but I would suggest a revision of the following word 
choices:  
- “men were clear that…”(p13),  
- “…some were keen to extend…” (p.20),  
- “Some potential stresses were identified…” (p.21) – The meaning 
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of the word “stresses” in this context was unclear to me. If it refers to 
an activity that causes stress, perhaps it should be replaced with 
“stressors” to differentiate from the meaning of the word “stress” in 
phonetics and prosody, which refers to “emphasis” or “accent” and 
forms the plural “stresses”. Any other word choices that would aid 
clarity are welcome.  
- please include the text “e.g., in initiating tests” in brackets (p.22)  
- “… and nurses were keen that…” (p.23) should be rephrased  
5. In keeping with other sections, please mention the exact number 
of participants to whom you are referring in the following section:  
– “very few participants voiced concerns about…” (p.17)  
and identify exactly to how many negative experiences you are 
referring in the paragraph beginning “Very few negative 
experiences…” (p.18). Often structures like “very few” are regarded 
as value judgements and are best avoided altogether. Simply stating 
the number of items to which you are referring is in most cases a 
better option.  
6. The beginning of the Results section, including the opening 
paragraph (p.11) and the sub-section “Description of nurse-led 
ProtecT AM” (pp. 11-12) should be moved to the Introduction 
section, perhaps right at the end, after the discussion of AM 
approaches and the introduction of the ProtecT trial. The information 
contained in this section is very useful to the reader, but it refers to 
the background of the current evaluative research, and not to the 
actual results reported in the manuscript. The Results section can 
very well begin with the sub-section “The acceptability of nurse-led 
AM…”.  
7. The paragraph introducing the six themes detailed later in the 
manuscript, which reads “Three key themes emerged in support of 
nurse-led care…” (p.13), should also count and identify the 
remaining three themes. Currently, the text counts and enumerates 
only the three main themes, while the rest are listed in separate 
sentences without being identified as such. An alternative formatting 
that would aid clarity would be to use Roman numerals to identify all 
the themes in this paragraph, and also refer to the remaining three 
(perhaps minor?) themes. To copy and paste the current text of the 
manuscript: “Three key themes emerged in support of nurse-led 
care: (i) efficient use of resources; (ii) quality of care; and (iii) 
convenience of care. A majority of men receiving consultant-led AS 
(N=12) and a majority of clinicians or nurses involved in delivering 
AS outside the ProtecT trial (N=9) supported alternatives to the 
consultant-led model, citing the reasons above and also suggesting 
that (iv) nurse-led care was a natural extension of existing nurse 
practice. A small number of concerns were raised about nurse-led 
care (v) but suggestions were made for key components of care (vi) 
that would minimize risks when moving to a nurse-led model.” Any 
option that would prepare the reader for six themes, and also identify 
the themes explicitly works just as well.  
8. Please check that you have provided the full names of authors, 
and used the full initials in the manuscript. Currently, all authors are 
listed with only first and last names, but the Contributorship 
statement identifies some authors using three initials. Please also 
double-check other parts of the manuscript.  
9. Please provide as a supporting document a completed COREQ 
checklist using page numbers to show where the relevant 
information can be found in the manuscript. This can be done in a 
separate document, on three columns: Item number (1-32), 
description of item (e.g., Interviewer/facilitator, Credentials, etc.), 
and page number. Please ensure all elements are included. Most 
information seems to be already included in the manuscript, perhaps 
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except points: 21 (duration of interviews), 23 (transcripts returned), 
and 24 (number of data coders). The checklist (basically Consort for 
qualitative research) is available here: 
http://intqhc.oxfordjournals.org/content/19/6/349.long  

 

REVIEWER Kent Yip 
Ipswich Hospital, Ipswich, UK 

REVIEW RETURNED 21-Jul-2015 

 

GENERAL COMMENTS 1. How are the twenty four patients in the ProtecT study invited for 
interviews chosen? How can the authors ensure that there has not 
been any bias, in that patients who have had a positive experience 
of the nurse-led active surveillance programme are more likely to 
respond to their invitations?  
 
2. Have all the patients recruited into the ProtecT active surveillance 
arm been asked to complete a questionnaire asking for their opinion 
on the nurse led active surveillance programme? If so I think it will 
be very interesting to share these data.  
 
3. Was there any difference in the views among patients undergoing 
AS outside of ProtecT trial compared to those in the study?  
 
The authors addressed a very timely and important question in this 
study. Most of the urologists and oncologists I have come across are 
in favour of specialist nurses playing a more active in the follow up of 
these patients.  

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1 comments  

 

1. Abstract (p.2): The first sentences from the “Design” and “Results” sub-sections respectively, seem 

better suited at the end of the “Objectives” sub-section of the Abstract, as they both describe the 

nurse-led intervention which was assessed (the aim of the study), and not the Design, and Results of 

the current evaluative research. (see also point 6 below)  

 

These sentences have been moved as requested and the text edited in line with these changes.  

 

2. A clearer distinction between Active Surveillance (AS) and Active Monitoring (AM) is needed. In the 

Abstract and Introduction the terms appear to be used interchangeably, but in the Method section 

(p.8) and thereafter AS appears to refer to Urologist-led care, and AM appears reserved for the nurse-

led approach evaluated in the manuscript. If this distinction was made elsewhere (e.g., ProtecT 

protocol paper, or an unrelated article), please inform the reader and include a reference. If the two 

terms are used interchangeably, please clarify. This doesn’t affect the validity of the text, but will 

improve its clarity and precision.  

 

A definition of Active Surveillance and Active Monitoring is now given in the second paragraph of the 

introduction as follows:  

 

Active surveillance (AS) and active monitoring (AM) programmes aim to offer men the option of 

avoiding immediate surgery or radiotherapy (and their adverse events), with disease monitoring so 

that those whose disease remains stable can avoid intervention and those whose disease progresses 
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can have curative treatment. Programmes have developed with variable eligibility criteria, 

management protocols and triggers for clinical review and change of management6. AS was 

developed originally in North America7 and is now recommended in European8 and United States 

(US)9 guidelines. UK National Institute for Health and Care Excellence (NICE) guidelines recommend 

that AS be offered to men suitable for radical treatments and with low-risk, localised PCa (defined as 

PSA≤ 10ng/ml and Gleason ≤ 6 and stage T1-T2a disease); and considered for men with intermediate 

risk localised PCa (defined as low risk but with one or more of: PSA =10-20 ng/ml or Gleason 7 or 

T2b disease).1 Monitoring in AS programmes tends to include scheduled repeat prostate biopsies as 

well as regular prostate specific antigen (PSA) testing and digital rectal examination (DRE).1 The AM 

protocol for the Prostate testing for cancer and Treatment (ProtecT) trial included men with low and 

intermediate risk prostate cancer and employed a particular form of regular PSA monitoring (see 

below). It differed from AS programmes primarily as prostate biopsies were not part of regular 

scheduled monitoring but could be used as part of the clinical assessment of disease progression.10  

 

3. All the information about participants should be included in the Method/Patients sub-section. The 

following sentences should be moved from the Results section to the Method/Patients section: the 

whole paragraph beginning: “Twenty-two men took part in interviews…”, (p.12) and the following 

paragraph beginning: “All 20 invited men receiving AS…”. Please adjust the text as needed.  

 

These sections have been removed from the Results and are now placed at the end of the sub 

section Methods/Participants as follows:  

 

‘Twenty-two of the 24 invited men took part in interviews investigating experiences of nurse-led AM 

within the ProtecT trial (AM1-AM22, Table 1, two declining without stating a reason). All 20 invited 

men receiving AS outside the ProtecT trial consented to participate in single interviews of their 

experiences (AS1-AS20, Table 1). All 12 urologists (U1-U12) and all three CNSs (CNS1-CNS3) 

invited to single interviews of their experience of urologist-led AS outside the ProtecT trial agreed to 

participate.’  

 

Text has been adjusted by moving the following sentence to the end of the first paragraph of the 

results.  

 

‘Several ProtecT trial participants were interviewed more than once therefore interview number and 

timing post-diagnosis is given following each quote e.g. AM1/2, 2;3yrs denotes second interview with 

participant AM1, two years, three months post-diagnosis. ‘  

 

4. I would suggest a revision of the following word choices:  

- “men were clear that…”(p13),  

This has been replaced by ‘men argued that’  

 

- “…some were keen to extend…” (p.20),  

This has been replaced by ‘some wished to extend’  

 

- “Some potential stresses were identified…” (p.21) – The meaning of the word “stresses” in this 

context was unclear to me. If it refers to an activity that causes stress, perhaps it should be replaced 

with “stressors” to differentiate from the meaning of the word “stress” in phonetics and prosody, which 

refers to “emphasis” or “accent” and forms the plural “stresses”. Any other word choices that would aid 

clarity are welcome.  

This has been replaced by ‘some potential stressors were identified’.  

- please include the text “e.g., in initiating tests” in brackets (p.22)  

Amendment has been made as requested.  
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- “… and nurses were keen that…” (p.23) should be rephrased  

This has been replaced by ‘and nurses wanted to’  

 

5. In keeping with other sections, please mention the exact number of participants to whom you are 

referring in the following section:  

– “very few participants voiced concerns about…” (p.17)  

and identify exactly to how many negative experiences you are referring in the paragraph beginning 

“Very few negative experiences…” (p.18). Often structures like “very few” are regarded as value 

judgements and are best avoided altogether. Simply stating the number of items to which you are 

referring is in most cases a better option.  

 

The number of participants (N=3) has been identified in this paragraph. The opening sentence now 

reads: “Some concerns were voiced about nurse-led care.”  

 

The text below has been amended to read “Some men receiving urologist-led care (N=3/20) 

argued…”  

 

The description of specific negative experiences below this reads: “Three negative experiences of 

nurse-led care emerged.”  

 

The second paragraph in Results, section iii) Convenience of Care (p19) has been edited to read: 

“Men receiving urologist-led care (12/20) suggested that…”  

 

6. The beginning of the Results section, including the opening paragraph (p.11) and the sub-section 

“Description of nurse-led ProtecT AM” (pp. 11-12) should be moved to the Introduction section, 

perhaps right at the end, after the discussion of AM approaches and the introduction of the ProtecT 

trial. The information contained in this section is very useful to the reader, but it refers to the 

background of the current evaluative research, and not to the actual results reported in the 

manuscript. The Results section can very well begin with the sub-section “The acceptability of nurse-

led AM…”.  

 

The opening paragraph and the section Description of nurse-led ProtecT AM has been moved to the 

Introduction. The Results now opens with the sub-section ‘The acceptability of nurse-led AM’.  

 

7. The paragraph introducing the six themes detailed later in the manuscript, which reads “Three key 

themes emerged in support of nurse-led care…” (p.13), should also count and identify the remaining 

three themes. Currently, the text counts and enumerates only the three main themes, while the rest 

are listed in separate sentences without being identified as such. An alternative formatting that would 

aid clarity would be to use Roman numerals to identify all the themes in this paragraph, and also refer 

to the remaining three (perhaps minor?) themes. To copy and paste the current text of the 

manuscript: “Three key themes emerged in support of nurse-led care: (i) efficient use of resources; (ii) 

quality of care; and (iii) convenience of care. A majority of men receiving consultant-led AS (N=12) 

and a majority of clinicians or nurses involved in delivering AS outside the ProtecT trial (N=9) 

supported alternatives to the consultant-led model, citing the reasons above and also suggesting that 

(iv) nurse-led care was a natural extension of existing nurse practice. A small number of concerns 

were raised about nurse-led care (v) but suggestions were made for key components of care (vi) that 

would minimize risks when moving to a nurse-led model.” Any option that would prepare the reader 

for six themes, and also identify the themes explicitly works just as well.  

 

These changes have been made as suggested above.  

 

8. Please check that you have provided the full names of authors, and used the full initials in the 
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manuscript. Currently, all authors are listed with only first and last names, but the Contributorship 

statement identifies some authors using three initials. Please also double-check other parts of the 

manuscript.  

 

Full author names are now used on the first page of the manuscript and all initials are listed under the 

contribution statement.  

 

9. Please provide as a supporting document a completed COREQ checklist using page numbers to 

show where the relevant information can be found in the manuscript. This can be done in a separate 

document, on three columns: Item number (1-32), description of item (e.g., Interviewer/facilitator, 

Credentials, etc.), and page number. Please ensure all elements are included. Most information 

seems to be already included in the manuscript, perhaps except points: 21 (duration of interviews), 23 

(transcripts returned), and 24 (number of data coders). The checklist (basically Consort for qualitative 

research) is available here: http://intqhc.oxfordjournals.org/content/19/6/349.long  

 

Please find attached the supporting COREQ checklist identifying where relevant information is 

reported in the manuscript. Please note that we have followed BMJ-Open instructions in providing the 

location in the text rather than a page number as the latter may have changed on final publication.  

   

Reviewer: 2  

1. How are the twenty four patients in the ProtecT study invited for interviews chosen? How can the 

authors ensure that there has not been any bias, in that patients who have had a positive experience 

of the nurse-led active surveillance programme are more likely to respond to their invitations?  

 

Under Methods, Evaluating the acceptability of nurse-led ProtecT Active Monitoring, Participants & 

Methods, we state that 24 participants were invited and two declined without giving a reason. 

Amongst those accepting, we did capture some negative experiences and have reported these. Men 

from ProtecT were recruited between 6 and 12 months post diagnosis, i.e. very early in AM and 

arguably early enough to recruit men before negative experiences, which could be captured in 

subsequent interviews, had yet occurred.  

 

2. Have all the patients recruited into the ProtecT active surveillance arm been asked to complete a 

questionnaire asking for their opinion on the nurse led active surveillance programme? If so I think it 

will be very interesting to share these data.  

 

ProtecT questionnaire data will not be released until the database is unlocked for the primary 

analysis. These data are expected to be presented in 2016.  

 

3. Was there any difference in the views among patients undergoing AS outside of ProtecT trial 

compared to those in the study?  

 

Under Results we have edited the text to be very clear when views were those of men receiving 

nurse-led care under ProtecT and when those of men receiving consultant led AS and when views 

were expressed by both groups: see Results i) first sentence, Results ii) first sentence, Results iii) first 

sentence and also second paragraph, first sentence, Results v) first sentence, second sentence and 

third sentence, Results vi) first sentence. A sentence has been added to the Discussion, first 

paragraph to highlight differences between those actually in receipt of nurse-led care and those in 

receipt of consultant-led care.  
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