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VERSION 1 - REVIEW 

REVIEWER Mrs Fiona Paul 
University of Dundee  
Scotland 

REVIEW RETURNED 03-Dec-2014 

 

GENERAL COMMENTS Thank you for submitting this paper which relates to an interesting 
and important study. There are some areas where further details are 
warranted (please see the comments/questions below).  
Page 6 - it is indicated that a questionnaire survey of recruited 
patients, relatives and nurses was conducted alongside the trial. 
Was this reported in another paper?  
Page 8 - The inclusion criteria in table 1 includes 'patients and family 
members' - it might be best to separate the samples e.g.  
• Adult patients (> 18 years)  
• Adult family members (> 18 years) of eligible patients.  
Page 9 – paragraph one - a brief explanation about „…..advice was 
sought from a 'personal or nominated consultee…' would be useful. 
Further details would be useful with regards to the involvement of 
the relatives in this RCT. Was the patients‟ data for the study 
anonymised? Were the relatives of patients from the three study 
arms selected to be involved? Was their study data anonymised?  
Page 9 – paragraph three – did the „ad hoc verbal information‟ 
specifically pertain to the critical care discharge process? Also, 
would patients in each of the three study arms receive this ad hoc 
information too as part of usual practice? If the patients and/or 
relatives had questions about the discharge, would they receive ad 
hoc verbal information?  
Page 10 – paragraph one – what topics/kind of information was 
included in the ICU steps booklet? Was this the same or similar to 
the UCCDIP booklet? The point about the research design service is 
vague with regards to the two control groups.  
Page 10 – paragraph two – who did the research nurse provide 
support to? The point about the assumption that the participants 
received verbal information requires clarification, i.e. verbal 
information pertaining to discharge from the unit.  
Page 10 – paragraph three – how was the relatives‟ sense of 
psychological well-being measured? There does not appear to be 
much information about the relatives‟ involvement in this study, e.g. 
measures and interventions. Did the relatives receive one of the 
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three types of information too?  
Page 11 – paragraph one – how were the participants‟ discharge 
experiences and views about the intervention explored – did this 
only involve the patients who were allocated to the intervention 
group? What about their relatives? How and where were 
questionnaires completed?  
Pahe 11 – paragraph two – where did patients complete the HADS, 
etc.? Did relatives complete these instruments too? In the sentence 
that begins „Questionnaires were completed….‟ it is not clear which 
questionnaires were completed. Were all data anonymised? Were 
the patients‟ and relatives‟ data grouped together according to their 
family/relationship?  
Page 11 – paragraph three – was the demographic information, etc., 
matched up with the questionnaires, HADS, etc.? Was the relatives‟ 
past medical history obtained at this point? The point about the 
number of unit discharges and other feasibility data that were 
recorded warrants a brief explanation for clarity.  
Page 13 – paragraph one – the point about becoming aware of the 
intervention type requires a bit more detail, e.g. was the ad hoc 
verbal information considered „an intervention‟, were staff given 
guidance on what „ad hoc information‟ would consist of, or was this 
totally dependent on the staff member‟s experience/usual practice?  
Page 13 – paragraph two – was there a possibility that the data 
collector knew which group the patient had been allocated to if the 
patient and/or relative mentioned about their booklet/information 
pack?  
Page 13 - paragraph four – the information about the 80 relatives 
requires expansion. How were they allocated, were they recruited 
into the respective patient study group?  
Page 15 – for the sample demographics relating to the relatives – 
how was their past medical history of anxiety/depression obtained? 
Were relatives‟ data obtained at one or both time points? The last 
paragraph indicates that 48 relatives provided at least one set of 
outcome data but this is not clear. What about the others (32) from 
the sample of 80?  
Page 16/17 – how did the relatives complete/submit their forms? 
Which measures were used? Where are the results relating to the 
analysis of the relatives‟ data for this RCT study?  
Page 17 – How was „chance of worrying a lot‟ measured (is this part 
of the HADS instrument?)  
Page 18 – in the paragraph about the optimal time and „some 
reporting being completely unaware of having received any written 
material,‟ was this relating to the patient participants in one of the 
study arms? Also, if this was related to the current study, how was it 
ascertained how many patients read or referred to their written 
information?  
Page 18 – in the sentence that begins „The intention of this trial…‟ it 
might be useful to add „the usual care involved in the discharge 
process‟. Further in this paragraph, does the point about „problems 
with engagement‟ and issues around language barriers, etc., relate 
to another study? In the next paragraph that mentions the UCCDIP, 
does the point about the patient discharge summary being reported 
to be of particular value to patients, relatives and ward nurses relate 
to another study, or this current pilot RCT? If it relates to a previous 
study, this is not clear.  
The information about the discharge summary needs to be 
presented in this study‟s context e.g. how was this shown to be of 
benefit in the current RCT? Also, if some participants reported that 
they were completely unaware of having received written material 
(as noted in the paragraph earlier on this page); does this suggest 
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that some participants possibly didn‟t read their patient discharge 
summary?  
Page 19 – first paragraph – was there a similarity between the 
content of the information presented in the ICU steps booklet and 
the UCCDIP booklet?  
The point about „recommending the inclusion of reflective 
opportunities‟ is not clear.  
Page 19 – paragraph two – a supporting reference would be useful 
regarding the point that elective surgical patients are better prepared 
and likely to have a shorter stay. Also, it was noted that the majority 
of the surgical patients in the RCT were „unplanned admissions‟, so 
this warrants some discussion too.  
Page 19 – last paragraph – it is possible that patients in all clusters 
received ad hoc verbal information, so this point should be included 
as this could influence the participants‟ responses when completing 
the study instruments/questionnaires.  
Page 20 – paragraph one – in the last sentence, the point about the 
positive views of the UCCDIP reported in the questionnaire survey 
seems to suggest that this was part of the current RCT, so it is 
slightly misleading.  
Page 20 – paragraph two – the first sentence requires further details 
e.g. „Effects‟ of what?  
Page 20 – paragraph three – the point about relatives failing to 
return data collection forms required some information earlier in the 
paper about how the relatives were asked to return these.  
Page 21 – paragraph one - how was the estimated sample size of 
286 derived? Further in this paragraph, the point about possible 
benefits for patients needs to include something about written 
information materials. The last point in this paragraph should include 
something about this relating to patients and/or relatives.  
Page 21 – paragraph two – the point about „large pre-test 
differences between the study groups‟ is not clear as it was indicated 
that there were no statistical differences between the groups at 
baseline earlier in the paper.  
Page 22 – paragraph one - the sentence that begins „this research 
has, however……‟ is not clear with regards to the point about the 
UCCDIP. The last sentence about „illness perception‟ requires a 
brief explanation.  
Results section: This section could be improved by presenting the 
results for each measure under sub headings, e.g. HADS, etc.  
Limitations: Was there a possibility of a Hawthorne effect occurring? 
Did staff possibly give more or detailed verbal information because 
they were aware of the nature of the study? 

 

REVIEWER Ruth Endacott 
Plymouth University, UK  
Monash University, Australia 

REVIEW RETURNED 12-Dec-2014 

 

GENERAL COMMENTS This study represents an important first step in building the evidence 
base for provision of information to patients when they are 
discharged from critical care units. The absence of significant impact 
of outcomes is not uncommon in this type of preliminary study. the 
study provides important data for future definitive trials.  
There are a few matters requiring greater clarification to bring the 
manuscript to publication standard for BMJOpen:  
1. The sample number for the intervention group is incorrect in the 
abstract.  
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2. Please add a clearer rationale for the use of two control groups. 
This is an appropriate decision but you should provide a rationale 
based on design of a pilot RCT, not based on 'advice'.  
3. Please provide the group allocation for the 29 patients who had 
experienced previous CCU admissions.  
4. Was there any difference in demographics for the two ICUs 
(medical and surgical)? Please clarify in the text. (There is a brief 
mention of medical and surgical patients in table 3 and on p17 but 
more detail would be useful).  
5. The absence of data related to the relatives is reflective of 
recruitment and retention problems. This is an important aspect of 
the study and warrants some attention in the discussion and future 
research sections. Should future researchers include relatives or 
does your experience indicate that this is not really achievable?  
6. Might the intervention be more likely to succeed if the relative was 
also involved/present when it was discussed with the patient? It's not 
clear whether this was the intent for relatives recruited to the study.  

 

REVIEWER Gordon S. Doig 
Northern Clinical School Intensive Care Research Unit,  
University of Sydney and  
Royal North Shore Hospital,  
Australia 

REVIEW RETURNED 28-Jan-2015 

 

GENERAL COMMENTS 1. Methods, first paragraph. Please don‟t „editorialise‟ in your 
Methods. The sentence referring to the MRC;‟s view on complex 
interventions should be raised and addressed in your Discussion. In 
your Methods, please just report what you did, not why you did it. 
This first paragraph can be moved to your Discussion.  
2. In paragraph addressing HREC approval, please report exactly 
when informed patient consent was obtained. Please report the date 
of HREC approval. Did your HREC require Trial Registration before 
recruitment could begin?  
3. Please publish the „full trial protocol‟ somewhere. Either as 
electronic supplementary material with this submission, or on the 
study web site.  
4. Please change the use of the term „CCU‟ to ICU. To me, CCU 
refers to a „Cardiac Care Unit‟. The term ICU is more indicative of 
„Intensive Care‟ or „Critical Care‟.  
5. As soon as the envelope was opened, it is clear that allocation 
concealment was contaminated for all patients enrolled after the first 
patient. Please address issues related to potential biases arising due 
to failure to maintain allocation concealment in the second 
paragraph of your Discussion.  
 
6. Please describe the envelopes in more detail. How were they 
made opaque? Where they sealed and sequentially numbered? 
Similarly, please report more details regarding the „computer 
generation‟ of the sequence. Was it blocked etc?  
7. Neither reference 37 nor 38 supports not adjusting your analysis 
for the effects of „clustering‟. Please undertake an adjusted analysis 
for all outcomes. You report groups by day of week in Table 2. 
Perhaps analysis adjusted for clustering by Day of Week is 
appropriate.  
8. Please explain how „relatives were recruited‟?  
9. Table 3. Please report p-values for each baseline balance 
variable. Please remove the „Total‟ column.  
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10. The p-value reported on page 17 for „chance of worrying‟ must 
be adjusted for the effects of „clustering‟.  
11. Second paragraph of your Discussion must address issues 
arising due to failure to maintain allocation concealment AND 
excessive loss to follow-up. 

 

REVIEWER David Gillespie 
Cardiff University, Wales 

REVIEW RETURNED 08-Apr-2015 

 

GENERAL COMMENTS This manuscript describes a study that evaluated the feasibility and 
effectiveness of a critical care discharge information pack for 
patients and their families. My role was to evaluate the statistical 
components of this manuscript.  
 
I have a few comments that require responses prior to publication.  
 
1. Figure 1 should show flow of clusters as well as participants within 
clusters.  
2. Why did the authors not use this pilot to assess clustering, rather 
than claim it does not exist? They had the perfect opportunity with 
the data collected to estimate the ICC. This would be extremely 
useful for future studies (even if to make the remark that little 
clustering is present).  
3. More detail of the randomisation process is required. The authors 
should make it explicit that the days were allocated to an arm, rather 
than the participants. What method was used? Simple 
randomisation? Any blocking, stratification, or minimisation? Were 
particular days always allocated to specific arms (e.g. Mondays 
always intervention?), or was each day treated as a distinct cluster, 
without attaching any meaning to the day itself?  
4. Line 25: Should it be “p < 0.05”?  
5. Any covariate adjustments? Some differences of note at baseline. 
Are these differences likely to impact on the findings of the study? 
Were they investigated?  
6. The authors have performed a global test of all three arms. 
However, with one intervention and two control arms, would it not 
have made sense to have two primary comparisons as well / instead 
(i.e. intervention vs. control 1 and intervention vs. control 2)?  
7. A high % of relatives lost to follow-up due to them not returning 
data collection forms within the protocol timeframe. Were these 
responses excluded from the analysis? Is there a critical reason why 
you chose the data collection timeframe you did? Could you include 
the responses and see how they alter your findings (as a sensitivity 
analysis). You could even build the time that data collections forms 
were received into the analysis (e.g. by including the time as a 
covariate).  
8. A high attrition rate, as noted by the authors. Any attempts to 
account for missing data/drop-out?  

 

VERSION 1 – AUTHOR RESPONSE 

Mrs Fiona Paul Page 6 - it is indicated that a questionnaire 

survey of recruited patients, relatives and 

nurses was conducted alongside the trial. Was 

Some of the questionnaire data 

have been previously reported. 

Where this is the case, this is 

indicated and referenced on 
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this reported in another paper? page 12.  

 Page 8 - The inclusion criteria in table 1 

includes 'patients and family members' - it 

might be best to separate the samples e.g.  

• Adult patients (> 18 years) 

• Adult family members (> 18 years) of 

eligible patients. 

Done: page 9 

 Page 9 – paragraph one - a brief explanation 

about „…..advice was sought from a 'personal 

or nominated consultee…' would be useful.  

 

Further details would be useful with regards to 

the involvement of the relatives in this RCT.  

Were the relatives of patients from the three 

study arms selected to be involved?  

 

 

 

Was the patients‟ data for the study 

anonymised?  

Was relatives study data anonymised? 

Some additional information 

added: page 9 

 

 

A relative of every patient who 

consented to participate was 

asked if they would take part, 

regardless of which study arm 

the patient was allocated to. We 

have tried to make this clearer 

on page 9.   

 

Patient and relative data were 

anonymised. Sentence added to 

reflect this on page 9 

 Page 9 – paragraph three – did the „ad hoc 

verbal information‟ specifically pertain to the 

critical care discharge process?  

 

Also, would patients in each of the three study 

arms receive this ad hoc information too as part 

of usual practice? If the patients and/or 

relatives had questions about the discharge, 

would they receive ad hoc verbal information? 

Yes-this has been clarified in the 

text on page 10 

 

 

Yes-this has been clarified in the 

text on page 10 

 

 Page 10 – paragraph one – what topics/kind of 

information was included in the ICU steps 

booklet? Was this the same or similar to the 

UCCDIP booklet?  

 

 

 

Information about the ICUsteps 

booklet has been added on page 

10 and the key differences 

between this and UCCDIP 

explained. Copies of each 

document have also been 

included as supplementary files  
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The point about the research design service is 

vague with regards to the two control groups. 

Reference to the research 

design service has been 

removed and the rationale for 

two control groups amended on 

page 10 

 Page 10 – paragraph two – who did the 

research nurse provide support to?  

 

The point about the assumption that the 

participants received verbal information 

requires clarification, i.e. verbal information 

pertaining to discharge from the unit. 

This has been clarified on page 

11. 

 

 

This point has now been deleted 

as it is covered in a previous 

paragraph on page 10 

 Page 10 – paragraph three – how was the 

relatives‟ sense of psychological well-being 

measured?  

 

There does not appear to be much information 

about the relatives‟ involvement in this study, 

e.g. measures and interventions.  

 

Did the relatives receive one of the three types 

of information too? 

HADS and BCOPE: clarified on 

page 12 

 

 

Appropriate details have been 

added as necessary throughout 

pages 9-12 

 

 

Relatives received whichever 

intervention the patient was 

allocated to. This has been 

clarified on page 11 

 Page 11 – paragraph one – how were the 

participants‟ discharge experiences and views 

about the intervention explored – did this only 

involve the patients who were allocated to the 

intervention group? What about their relatives? 

How and where were questionnaires 

completed? 

Further detail about the 
questionnaire survey has been 
added on page 12 with a 
reference to the publication 
detailing these data. The results 
of this study are also further 
considered in the discussion. 

  

 Page 11 – paragraph two – where did patients 

complete the HADS, etc.?  

 

Did relatives complete these instruments too?  

 

 

On the ward. Added to p12 

 

 

Relatives completed the HADS 

and BCOPE. This has been 

clarified on page 12 
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In the sentence that begins „Questionnaires 

were completed….‟ it is not clear which 

questionnaires were completed.  

 

Were all data anonymised?  

Were the patients‟ and relatives‟ data grouped 

together according to their family/relationship? 

 

Clarified on page 12  

 

 

 

Yes –page 9/10 

They were given the same trial 

number (denoted as P1 and R1 

etc)-see page 9/10 

 Page 11 – paragraph three – was the 

demographic information, etc., matched up with 

the questionnaires, HADS, etc.?   

 

Was the relatives‟ past medical history 

obtained at this point?  

 

The point about the number of unit discharges 

and other feasibility data that were recorded 

warrants a brief explanation for clarity. 

Yes, this detail has been added 

to page 9 

 

 

Yes, this has been clarified on 

page 12 

 

Additional detail added on page 

12/13 

 Page 13 – paragraph one – the point about 

becoming aware of the intervention type 

requires a bit more detail, e.g. was the ad hoc 

verbal information considered „an intervention‟, 

were staff given guidance on what „ad hoc 

information‟ would consist of, or was this totally 

dependent on the staff member‟s 

experience/usual practice? 

Ad-hoc information has been 

clarified further as usual practice 

on page 10. 

 

 

 Page 13 – paragraph two – was there a 

possibility that the data collector knew which 

group the patient had been allocated to if the 

patient and/or relative mentioned about their 

booklet/information pack? 

Yes and this did occur. Further 

detail has been added to the 

blinding section on page 15 to 

indicate this.  

 Page 13 - paragraph four – the information 

about the 80 relatives requires expansion. How 

were they allocated, were they recruited into 

the respective patient study group? 

This information has now been 

included on page 9 

 Page 15 – for the sample demographics 

relating to the relatives – how was their past 

medical history of anxiety/depression obtained? 

Were relatives‟ data obtained at one or both 

This information has now been 

included on page 12 
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time points?  

 

The last paragraph indicates that 48 relatives 

provided at least one set of outcome data but 

this is not clear. What about the others (32) 

from the sample of 80? 

 

 

 

The rest failed to return forms at 

one or another time-point. The 

details of this are described on 

page 18 

 Page 16/17 – how did the relatives 

complete/submit their forms? Which measures 

were used?  

 

Where are the results relating to the analysis of 

the relatives‟ data for this RCT study? 

This information has now been 

added to page 12 

 

 

As there was such a high attrition 

rate it was decided to focus only 

on the patient outcome data. 

This is acknowledged by 

reviewer 2. 

A sentence has been added to 

clarify this on page 15.  

 Page 17 – How was „chance of worrying a lot‟ 

measured (is this part of the HADS 

instrument?)  

 

 

Page 18 – in the paragraph about the optimal 

time and „some reporting being completely 

unaware of having received any written 

material,‟ was this relating to the patient 

participants in one of the study arms? Also, if 

this was related to the current study, how was it 

ascertained how many patients read or referred 

to their written information? 

This was part of the 

questionnaire survey. Using 

subheadings this has been made 

clearer. Clarified on page 21 

 

These questions were asked as 

part of the questionnaire survey. 

This has been clarified on page 

23 

 

 

 Page 18 – in the sentence that begins „The 

intention of this trial…‟ it might be useful to add 

„the usual care involved in the discharge 

process‟.   

 

Further in this paragraph, does the point about 

„problems with engagement‟ and issues around 

language barriers, etc., relate to another study?  

In the next paragraph that mentions the 

Added on page 23 

 

 

 

 

These data relate to this study, 

but were part of the 
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UCCDIP, does the point about the patient 

discharge summary being reported to be of 

particular value to patients, relatives and ward 

nurses relate to another study, or this current 

pilot RCT? If it relates to a previous study, this 

is not clear. 

experience/feasibility 

questionnaire survey conducted 

alongside the RCT and 

previously reported. This has 

been clarified on pages 24 

 The information about the discharge summary 

needs to be presented in this study‟s context 

e.g. how was this shown to be of benefit in the 

current RCT? Also, if some participants 

reported that they were completely unaware of 

having received written material (as noted in 

the paragraph earlier on this page); does this 

suggest that some participants possibly didn‟t 

read their patient discharge summary? 

Another published paper focuses 

on the discharge summary and 

the questionnaire survey data 

that related to its feasibility and 

perceived value. This paper has 

been referenced on page 24   

 Page 19 – first paragraph – was there a 

similarity between the content of the 

information presented in the ICU steps booklet 

and the UCCDIP booklet? 

The differences between the two 

booklets has been clarified on 

page 10 and a supplementary 

file containing UCCDIP is 

included   

 The point about „recommending the inclusion of 

reflective opportunities‟ is not clear. 

Clarified on page 24 

 Page 19 – paragraph two – a supporting 

reference would be useful regarding the point 

that elective surgical patients are better 

prepared and likely to have a shorter stay.  

Also, it was noted that the majority of the 

surgical patients in the RCT were „unplanned 

admissions‟, so this warrants some discussion 

too. 

This was anecdotal 

 

 

 

Sentence added to page 24/25 

to address this point  

 

 

 Page 19 – last paragraph – it is possible that 

patients in all clusters received ad hoc verbal 

information, so this point should be included as 

this could influence the participants‟ responses 

when completing the study 

instruments/questionnaires. 

This sentence has been added 

on page 25 

 Page 20 – paragraph one – in the last 

sentence, the point about the positive views of 

the UCCDIP reported in the questionnaire 

survey seems to suggest that this was part of 

the current RCT, so it is slightly misleading. 

This survey was undertaken 

alongside the RCT, with part of 

the data reported previously. 

Clarified on page 25 and a 

reference added 
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 Page 20 – paragraph two – the first sentence 

requires further details e.g. „Effects‟ of what? 

Clarified on page 26 

 Page 20 – paragraph three – the point about 

relatives failing to return data collection forms 

required some information earlier in the paper 

about how the relatives were asked to return 

these. 

This information has been added 

in page 12 

 Page 21 – paragraph one - how was the 

estimated sample size of 286 derived?  

 

Further in this paragraph, the point about 

possible benefits for patients needs to include 

something about written information materials.  

 

The last point in this paragraph should include 

something about this relating to patients and/or 

relatives. 

Further detail about this has 

been added to page 27 

 

Added to page 27 

 

 

 

 

Added to page 27 

 

 Page 21 – paragraph two – the point about 

„large pre-test differences between the study 

groups‟ is not clear as it was indicated that 

there were no statistical differences between 

the groups at baseline earlier in the paper. 

Baseline statistical testing has 

been removed in accordance 

with statistician advice and 

CONSORT guidance.  Text 

amended on page 28 

 Page 22 – paragraph one - the sentence that 

begins „this research has, however……‟ is not 

clear with regards to the point about the 

UCCDIP.  

 

The last sentence about „illness perception‟ 

requires a brief explanation. 

I hope this is now clearer on 

page 28 

 

 

 

This example has been removed 

from the conclusion (page 29) 

 Results section: This section could be 

improved by presenting the results for each 

measure under sub headings, e.g. HADS, etc. 

Subheadings have been added 

throughout the results section 

 Limitations: Was there a possibility of a 

Hawthorne effect occurring? Did staff possibly 

give more or detailed verbal information 

because they were aware of the nature of the 

study? 

Yes, I hope this is now clearer in 

the discussion of „ad-hoc‟ 

information and we have added 

a sentence to this effect on page 

28 
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Ruth Endacott The sample number for the intervention group 

is incorrect in the abstract. 

Apologies. This error has now 

been corrected (page 3) 

 Please add a clearer rationale for the use of 

two control groups. This is an appropriate 

decision but you should provide a rationale 

based on design of a pilot RCT, not based on 

'advice'. 

The rationale for this has now 

been amended on page 10 

 Please provide the group allocation for the 29 

patients who had experienced previous CCU 

admissions. 

This information has now been 

included on page 17 

  Was there any difference in demographics for 

the two ICUs (medical and surgical)? Please 

clarify in the text. (There is a brief mention of 

medical and surgical patients in table 3 and on 

p17 but more detail would be useful). 

Although there were two 

geographically separate units, 

they worked as one department, 

with staff who rotated on a daily 

basis and patients allocated to a 

bed based on availability. The 

unit type does not necessarily 

reflect the patient‟s condition. 

This has been clarified on page 

8 and is discussed on page 

24/15 

 The absence of data related to the relatives is 

reflective of recruitment and retention 

problems. This is an important aspect of the 

study and warrants some attention in the 

discussion and future research sections. 

Should future researchers include relatives or 

does your experience indicate that this is not 

really achievable? 

A paragraph has been added to 

page 26/27 addressing this point  

 Might the intervention be more likely to 

succeed if the relative was also 

involved/present when it was discussed with 

the patient?  

 

It's not clear whether this was the intent for 

relatives recruited to the study. 

This point has been now been 

clearer on page 24 

 

 

 

More detail about how relatives 

received the information has now 

been added to page 10/11 

Gordon S. Doig The sentence referring to the MRC;‟s view on 

complex interventions should be raised and 

addressed in your Discussion. In your Methods, 

please just report what you did, not why you did 

it. This first paragraph can be moved to your 

discussion. 

These lines have now been 

moved to the discussion on page 

23 
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 In paragraph addressing HREC approval, 

please report exactly when informed patient 

consent was obtained.  

Please report the date of HREC approval.  

 

Did your HREC require Trial Registration 

before recruitment could begin? 

This has been added on page 8 

 

 

Date of REC approval added on 

page 8 

This was not stipulated in the 

REC letter. 

 Please publish the „full trial protocol‟ 

somewhere. Either as electronic supplementary 

material with this submission, or on the study 

web site. 

The trial protocol has been 

added as a supplementary file, 

and this has been noted on page 

8. 

 Please change the use of the term „CCU‟ to 

ICU. To me, CCU refers to a „Cardiac Care 

Unit‟. The term ICU is more indicative of 

„Intensive Care‟ or „Critical Care‟. 

Change from CCU to ICU made 

throughout 

 As soon as the envelope was opened, it is 

clear that allocation concealment was 

contaminated for all patients enrolled after the 

first patient. Please address issues related to 

potential biases arising due to failure to 

maintain allocation concealment in the second 

paragraph of your Discussion. 

Paragraph on page 14 amended 

to include this.  

 

The point has also been 

addressed in the limitations on 

page 28 

 Please describe the envelopes in more detail. 

How were they made opaque? Where they 

sealed and sequentially numbered?  

 

Similarly, please report more details regarding 

the „computer generation‟ of the sequence. 

Was it blocked etc? 

Some more detail has been 

added on pages 14 

 

 

These details have been added 

on page 14 

 Neither reference 37 nor 38 supports not 

adjusting your analysis for the effects of 

„clustering‟.  

 

Please undertake an adjusted analysis for all 

outcomes. You report groups by day of week in 

Table 2. Perhaps analysis adjusted for 

clustering by Day of Week is appropriate. 

These references have been 

removed  

 

 

Information about the 

adjustments made for clustering  

have now been added to page 

15 and these data are reported 

in table 4 (page 20) 

 Please explain how „relatives were recruited‟? More detail has been added to 
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page 9 to include this information 

 Table 3. Please report p-values for each 

baseline balance variable. Please remove the  

„Total‟ column. 

 

 

We have removed any statistical 

analysis of baseline differences. 

This decision was made after 

discussion with the statistician 

and with reference to the consort 

guidelines, which suggest that 

statistical testing of baseline 

variables is not typically 

conducted these days. 

“Tests of baseline differences 

are not necessarily wrong, just 

illogical.” 

http://www.consort-

statement.org/checklists/view/32-

consort/510-baseline-data 

 The p-value reported on page 17 for „chance of 

worrying‟ must be adjusted for the effects of 

„clustering‟ 

Adjustments made for clustering  

have now been added to page 

21 

 Second paragraph of your Discussion must 

address issues arising due to failure to 

maintain allocation concealment AND 

excessive loss to follow-up. 

Page 24 has been amended to 

include these points. 

David Gillespie Figure 1 should show flow of clusters as well as 

participants within clusters. 

Figure 1 has been amended to 

include these data (page 7) 

 Why did the authors not use this pilot to assess 

clustering, rather than claim it does not exist? 

They had the perfect opportunity with the data 

collected to estimate the ICC. This would be 

extremely useful for future studies (even if to 

make the remark that little clustering is 

present). 

The ICC from time point 1 data is 

now reported on page 19  

 More detail of the randomisation process is 

required. The authors should make it explicit 

that the days were allocated to an arm, rather 

than the participants. What method was used? 

Simple randomisation? Any blocking, 

stratification, or minimisation? Were particular 

days always allocated to specific arms (e.g. 

Mondays always intervention?), or was each 

day treated as a distinct cluster, without 

attaching any meaning to the day itself? 

More details as requested have 

been added to pages 14 

 Line 25: Should it be “p < 0.05”? Apologies for this error: Changed 

on page 15 
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 Any covariate adjustments? Some differences 

of note at baseline. Are these differences likely 

to impact on the findings of the study? Were 

they investigated? 

This was not done as such 

analysis was not specified in the 

analysis plan at the design stage 

of the study.  The role of 

covariate analysis in „adjusting‟ 

for pre-test differences when 

randomisation has occurred is 

controversial and on balance we 

believe addressing these 

differences in the limitations 

section is more appropriate. We 

note the possible influence of 

pre-test differences in the 

limitations section on page 28 

 The authors have performed a global test of all 

three arms. However, with one intervention and 

two control arms, would it not have made 

sense to have two primary comparisons as well 

/ instead (i.e. intervention vs. control 1 and 

intervention vs. control 2)? 

We agree that this would have 

been useful and will be 

considered in future work.   

However, we believe that it is 

preferable to present the 

planned analysis as we do here 

rather than to undertake post-

hoc multiple comparisons, which 

introduce a high risk of bias. 

 A high % of relatives lost to follow-up due to 

them not returning data collection forms within 

the protocol timeframe. Were these responses 

excluded from the analysis? Is there a critical 

reason why you chose the data collection 

timeframe you did? Could you include the 

responses and see how they alter your findings 

(as a sensitivity analysis). You could even build 

the time that data collections forms were 

received into the analysis (e.g. by including the 

time as a covariate). 

We analysed the data both with 

and without the data which was 

collected within the timeframe 

specified by the protocol. A 

section on protocol violations 

and the effects of this has been 

added to page 22    

 A high attrition rate, as noted by the authors. 

Any attempts to account for missing data/drop-

out? 

The main reasons for missing 

data/dropout are described on 

page 18 

 

VERSION 2 – REVIEW 

REVIEWER Mrs Fiona Paul 
University of Dundee  
Scotland 

REVIEW RETURNED 04-Jul-2015 

 

GENERAL COMMENTS Thank you for revising this interesting manuscript. Some comments 
are added below.  
General comments: the publication aim relates to reporting the pilot 
RCT, so it would be useful from the outset to explain about the 

 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-2014-006852 on 27 N

ovem
ber 2015. D

ow
nloaded from

 

http://bmjopen.bmj.com/


questionnaire survey data which was collected alongside the RCT 
(as stated on page 21) as this isn‟t quite clear. It seems to be 
separate from the RCT but it is reported collectively in the abstract 
and elsewhere in the manuscript.  
 
Abstract  
Primary outcome: The p value sign should be in the opposite 
direction.  
Results: could brief information about how the participants „worrying 
less‟ be added as to how this outcome was measured in the RCT.  
 
 
P5 – the term CCU discharge hasn‟t been changed here  
P5 - the point about written materials needing to take account of 
cognitive problems and fatigue required a brief explanation in 
relation to the development of the UCCDIP. Did the UCCDIP take 
account of these?  
P11 – a clearer layout of the measures and instruments used in the 
RCT would be helpful. Also, was the questionnaire survey piloted 
before this RCT?  
P19 – in the section about the participants worrying a lot, it is 
indicated that after adjustment, there were no statistically significant 
differences between groups, so this is slightly different from what‟s 
presented in the abstract. It‟s also not clear how the statistical 
results indicate that the medical ICU participants were more likely to 
report that their written information had helped their recovery in the 
ward. The p value indicates p = 0.06, so a brief explanation would 
be useful.  
P20 – typographical error in line 1 – should be….. „..less than…‟ 
Also, the p value here is 0.16, so how does this indicate that the 
UCCDIP group used dysfunctional coping less than other groups? A 
brief explanation would be useful.  
P22 – the points about English as a second language and poor 
literacy weren‟t mentioned in the demographic or baseline 
information. How was literacy measured? How many participants 
had English as a second language?  
P22 – Could something be added to this section about the discharge 
summary as the information here isn‟t quite clear. Details haven‟t 
been provided about this in relation to the RCT intervention. Does 
the UCCDIP contain a summary written by a doctor and a 
physiotherapist (Lay summaries)? The information about the 
downloading of training packs from the ICU steps website isn‟t quite 
clear in relation to this RCT.  
P25 – is there a supporting reference regarding the power 
calculation for future work? 

 

REVIEWER Gordon Doig 
University of Sydney, Australia 

REVIEW RETURNED 16-Jun-2015 

 

GENERAL COMMENTS In your detailed responses, please don't refer me to a page of the 
manuscript where changes have been made. Please tell me exactly 
what changes have been made and whether they are consistent with 
my recommendations.  
 
Furthermore, I am concerned about baseline imbalance. Please 
report p-values in your baseline balance table. As the CONSORT 
statement says, these p-values are not 'wrong'. As long as they are 
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interpreted as demonstrating the 'strength' of imbalance, and not 
whether imbalance was due to change, they assess potential to 
confound. This is not 'illogical'.   

 

VERSION 2 – AUTHOR RESPONSE 

Reviewer: Gordon Doig  

1. Please don't refer me to a page of the manuscript where changes have been made. Please tell me 

exactly what changes have been made and whether they are consistent with my recommendations.  

 

Apologies, we hope the following is more helpful:  

 

2. I am concerned about baseline imbalance. Please report p-values in your baseline balance table. 

As the CONSORT statement says, these p-values are not 'wrong'. As long as they are interpreted as 

demonstrating the 'strength' of imbalance, and not whether imbalance was due to change, they 

assess potential to confound. This is not 'illogical'.  

 

p values have now been added to the baseline table (table 4) on page 16/17. There were no 

statistically significant differences between the groups at baseline. This has also been noted in the 

text on page 17.  

 

Reviewer: Mrs Fiona Paul  

1. General comments: the publication aim relates to reporting the pilot RCT, so it would be useful from 

the outset to explain about the questionnaire survey data which was collected alongside the RCT (as 

stated on page 21) as this isn‟t quite clear. It seems to be separate from the RCT but it is reported 

collectively in the abstract and elsewhere in the manuscript.  

 

The abstract has been amended to indicate that a questionnaire survey was conducted alongside the 

trial. This point has also been clarified in the design section on page 6:  

“During the trial, a questionnaire survey was conducted to determine the experiences of trial 

participants and nursing staff.” Page 11 (outcome measures) also describes the purpose and details 

of the survey.  

 

2. Abstract  

Primary outcome: The p value sign should be in the opposite direction.  

 

Apologies for this oversight. This has now been corrected  

 

Results: could brief information about how the participants „worrying less‟ be added as to how this 

outcome was measured in the RCT.  

 

As indicated by your valid point below (no.6), there were no statistically significant differences after 

adjustment. We have therefore removed this result from the abstract for consistency  

 

3. P5 – the term CCU discharge hasn‟t been changed here  

 

Thank you-this has now been amended  

 

4. P5 - the point about written materials needing to take account of cognitive problems and fatigue 

required a brief explanation in relation to the development of the UCCDIP. Did the UCCDIP take 

account of these?  
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The full details of UCCDIP are described in the protocol paper for the study (Bench et al 2012). 

However, we have added the following to page 5:  

“Our intervention was designed to address all of these elements, in contrast to the interventions 

described in the few studies which have previously evaluated written ICU discharge information 

resources [12-15].”  

 

5. P11 – a clearer layout of the measures and instruments used in the RCT would be helpful.  

 

We have tried to make this section clearer and have added a table of all data collection instruments 

and measures (table 2, page 11), which we hope further clarifies things.  

 

Also, was the questionnaire survey piloted before this RCT?  

 

We did not pilot the questionnaire in this pilot trial and have added this sentence to clarify this:  

“Face and content validity of the questionnaire were reviewed by the patient advisory group, but no 

pilot was undertaken prior to its use.”  

 

6. P19 – in the section about the participants worrying a lot, it is indicated that after adjustment, there 

were no statistically significant differences between groups, so this is slightly different from what‟s 

presented in the abstract.  

 

We have removed this result from the abstract for consistency  

 

It‟s also not clear how the statistical results indicate that the medical ICU participants were more likely 

to report that their written information had helped their recovery in the ward. The p value indicates p = 

0.06, so a brief explanation would be useful.  

 

We have tried to clarify in the text (page 20) that this result was reported because it was approaching 

significance:  

“There were no other statistically significant differences in reported feelings or experiences between 

study groups. However, more participants from the medical as opposed to surgical unit reported that 

their written information had helped their recovery on the ward, with a result approaching significance 

(χ2=3.69, [df 2], p=0.06).”  

 

7. P20 – typographical error in line 1 – should be….. „..less than…‟ Also, the p value here is 0.16, so 

how does this indicate that the UCCDIP group used dysfunctional coping less than other groups? A 

brief explanation would be useful.  

 

We have removed the non-statistically significant result. Apologies, but we cannot find the 

typographical error you refer to. The text seems to say less than?  

 

8. P22 – the points about English as a second language and poor literacy weren‟t mentioned in the 

demographic or baseline information.  

How was literacy measured? How many participants had English as a second language?  

 

We did not assess these things; they were suggested as potential explanations. We have added this 

sentence to page 23 to explain this:  

“We did not collect data on these participant characteristics and thus are unable to validate these 

assumptions.”  

 

9. P22 – Could something be added to this section about the discharge summary as the information 

here isn‟t quite clear. Details haven‟t been provided about this in relation to the RCT intervention. 
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Does the UCCDIP contain a summary written by a doctor and a physiotherapist (Lay summaries)?  

 

On page 10, the inclusion of the patient discharge summary written by ICU nurses is described as 

part of UCCDIP. In the discussion on page 24, we have also added some clarification:  

“UCCDIP is a multi-component intervention, which includes an individualized patient discharge 

summary written by ICU nurses. Survey data (reported in Bench et al. 2014) suggest that this element 

of UCCDIP was of particular value to the patients, relatives and ward nurses who took part in our 

study [32].”  

 

The information about the downloading of training packs from the ICU steps website isn‟t quite clear 

in relation to this RCT.  

 

This has been reworded for clarity:  

“Health care professionals‟ interest in using patient discharge summaries is also evident by the 

number of „discharge summary training packs‟, designed by our project team, being downloaded from 

the ICUsteps website [32].”  

 

10. P25 – is there a supporting reference regarding the power calculation for future work?  

 

A reference has been added on page 26. 
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