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VERSION 1 - REVIEW 

REVIEWER Wilkie, Martin 
Sheffield Teaching Hospitals NHS Foundation Trust, Sheffield 
Institute for Kidney Research 
 
I have no conflict of interest in relation to this work - other than 
working with Professor Mathers on a research project relating for a 
decision aid for patients facing dialysis. 

REVIEW RETURNED 29-Jul-2012 

 

RESULTS & CONCLUSIONS I wanted to be clear about whether the authors felt there was a risk 
that the that the additional education that GPs and practice nurses 
from the intervention group received as part of the study was 
responsible for part of the impact seen in that group. This education 
included motivational interviewing and shared decision making.  
 
Was there evidence of a time effect during the course of the study - 
since the recruitment period was extended to 20 months and newer 
hypoglycaemic agents had become available? For example the 
arrival of new drugs may have had an impact on the role of the 
decision aid during the course of the study. 

GENERAL COMMENTS I would find it useful to understand more about the challenges of 
implementing such a decision aid into general practice within the 
NHS. Although there is information around consultation time - 
there are presumably other logistical aspects of implementation 
that would need to be considered in relation to implementation into 
clinical practice.  
 
There is clearly a concern that the study was under powered for 
one of the primary outcome measures - however sufficient size 
was met for a meaningful measure of decision quality. However, it 
is relevant that the meaning of "decision quality" is not universally 
clear and is probably a less powerful message than the primary 
outcome measure that was not achieved - namely diabetes 
control. The lack of an impact on that measure is clearly a 
disappointment.  
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REVIEWER Megan E. Branda, MS  
Mayo Clinic  
Rochester, MN, USA  
 
I have no competing interests. 

REVIEW RETURNED 01-Aug-2012 

 

RESULTS & CONCLUSIONS There is a couple of issues here. It is unclear what the authors mean 
by persistence, what they used to measure it or how they collected 
it. For the Controlled preference scale they need to define what the 
were trying to determine with this scale and what the outcome 
actually means. The data in table 8 does not make sense when 
reading the footnote in light of the data, this needs to be addressed. 
Also, there is some clustering issues, what was adjusted for and 
what was not that needs to addressed by the authors as well. In the 
discussion there is a conclusion stated in regards to hba1c that is 
not supported by the data. I detail this further below. 

REPORTING & ETHICS The patients consent is addressed in the article but I see no mention 
of an ethical review board or IRB. 

GENERAL COMMENTS I thought the article was interesting and addressed almost all items 
that were needed. there is a couple of issues. The note in the 
discussion about patients being more likely to use the tool with the 
nurses over the gp's is an interesting one and would like to see more 
about, possible further research by the team as to why this is. For 
the recruitment issue, did the research team evaluate a sample of 
the sites for potential patients. It seems amazing that over 20 
months in 49 practices only 182 potential patients were found that 
were not on insulin and had hba1c over 7.4. Did the reviewers 
assess all outcomes for a clustering effect, I would think with so few 
patients per cluster you would unlikely see one for all of the 
outcomes. below is some further comments on items that need to be 
addressed.  
1)Under methods you mention that patients were contacted prior to 
attending an appointment and asked to participate. They were given 
an 'information sheet' and asked to attend an appointment, is this for 
both arms of the study. What information was provided, what were 
patients told about the study to participate? Were they aware of the 
tool or what was being tested?  
2) For randomization there are no stratification factors listed, were 
none used?  
3) in table 3 under health service utilization you provide the range for 
control and not intervention on the general practitioners.  
4) when adjusting to education did you leave this continuous? the 
range of values seemed extreme and was just wondering.  
5) you make a point of stating for hba1c analysis you adjust for 
clustering, in knowledge numbers are too small for clustering but 
nothing is stated for decisional conflict. This needs to be addressed.  
6) Table 6 has formatting issues columns do not line up  
7) table 6, for 'Realistic expectations' I am not sure what the 
unadusted odds ratios mean. I am guessing you have a large error 
about these estimates. Might be prudent to not include them, 
especially since you only included 2 of the 3 and no explanation on 
why you could do 2 and not the 3rd.  
8) for table 8, the footnote states that 18 patients changed from 
undecided to decided. but you went from 23 to 8 which is a change 
of 15. the same is true for the control, the numbers do not make 
sense. please re-word your footnote for clarification.  
9) participation in decision making of patients, were you assessing 
how patients would prefer to make a decision or were you trying to 
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determine how the decision was made. The purpose of the CPS is a 
little unclear. It seems like you categorized the 5 choices from the 
CPS into these three categories. did you re-word the cps to address 
the decision that was just made? I don't see how this is relevant or 
what this means in the context of you tool. The tool created an event 
where the patient is more like to make a decision by themselves, but 
is that what they wanted, is that what they preferred. A baseline 
assessment of what they wanted and what actually happened 
should have been assessed. The goal of the cpc needs to be more 
clearly defined in the methods section.  
10) for persistence it is unclear how this is measured, is it a self 
report from the patients or are you obtaining pharmacy records. Is 
this just a follow through on the decision, so if someone decided to 
not take insulin and they did not then that is persistence and what do 
you consider 'persistence' with 'Follow the diabetes advice more 
regularly'? Please clarify this in the methods section.  
11) under discussion you state the tool is acceptable to people, but I 
don't see where you assessed this within the study.  
12) under decisional outcomes you state that there was concern 
expressed by the GP's over glycaemic control deteriorating in the 
intervention group and that this is 'clearly not the case as may be 
seen from these data'. You cannot make this statement, you were 
not powered to test for this, if you had seen a difference and it was 
significant than you can make a statement but since you did not the 
lack of difference is meaningless.  
13) on page 26 for line 21, there seems to be a reference missing for 
the 'detailed process evaluatin of its use can be found elsewhere'. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: Martin Wilkie 

Sheffield Teaching Hospitals NHS Foundation Trust, Sheffield Institute for Kidney Research 

 

I have no conflict of interest in relation to this work - other than working with Professor Mathers on a 

research project relating for a decision aid for patients facing dialysis.  

 

I wanted to be clear about whether the authors felt there was a risk that the that the additional 

education that GPs and practice nurses from the intervention group received as part of the study was 

responsible for part of the impact seen in that group. This education included motivational interviewing 

and shared decision making. 

 

The use of the PANDAs decision aid was a complex intervention
1
 and as such the additional 

education which the GPs and practice nurses received in the experimental arm was an integral 

part of the intervention itself. This has been added to the manuscript on page 9. 

 

Was there evidence of a time effect during the course of the study - since the recruitment period was 

extended to 20 months and newer hypoglycaemic agents had become available? For example the 

arrival of new drugs may have had an impact on the role of the decision aid during the course of the 

study.  
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The issue of a time effect is addressed in the section on the strengths and limitations of the 

study (page 29). The increase in the availability of new oral and injectable glucose lowering 

drugs not available at the start of the trial [ eg GLP-1 agonist, exenatide] contributed to the 

recruitment difficulties by reducing the numbers of available patients in each practice who 

satisfied the inclusion criteria [ie those who were considering treatment with insulin]. 

 

I would find it useful to understand more about the challenges of implementing such a decision aid 

into general practice within the NHS.  Although there is information around consultation time - there 

are presumably other logistical aspects of implementation that would need to be considered in relation 

to implementation into clinical practice. 

 

The challenges of implementing a decision aid in general practice were not the primary focus 

of this paper. These challenges are addressed in another qualitative paper which investigates 

the ‘active ingredients’ of this complex intervention and has been submitted to another journal 

for publication. 

 

There is clearly a concern that the study was underpowered for one of the primary outcome measures 

- however sufficient size was met for a meaningful measure of decision quality.  However, it is 

relevant that the meaning of "decision quality" is not universally clear and is probably a less powerful 

message than the primary outcome measure that was not achieved - namely diabetes control.  The 

lack of an impact on that measure is clearly a disappointment. 

 

This issue is addressed in detail in the strengths and limitations section of the paper (page 

29).  The planned sample size was not achieved as a result of recruitment difficulties and it 

was not possible to secure a funded time extension to the study. Recruitment ceased at 175 

participants. 

 

 

-----------------------------------------------------------------------------------------------------------x` 

 

Reviewer: Megan E. Branda, MS 

Mayo Clinic 

Rochester, MN, USA 

 

I have no competing interests.  

 

There are a couple of issues here.  

It is unclear what the authors mean by persistence, what they used to measure it or how they 

collected it. 

 

The study defined persistence as the self report of patients that they had not changed their 

decision at six months after the initial intervention [ie use of the decision aid] and that there 
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had been no change in their treatment during the intervening period. These data were 

collected by postal survey. We have added two sentences on page 11 to clarify the definition 

of ‘persistence with the decision’).  

 

For the Control preference scale they need to define what they were trying to determine with this 

scale and what the outcome actually means.  

 

The Control Preference Scale [CPS] measures the extent to which patients prefer or are 

involved in decision making during a clinical consultation. It measures the preferred or actual 

role in decision making by asking a single question which contains five items: two represents 

active or patient controlled role; one a shared or collaborative role; and two items represent a 

passive or practitioner controlled role.
17

 It has proven validity and reliability in both general 

public and patients with medical conditions.
17 18

 A recent study found a good inter-rater 

reliability and good agreement between self and researcher ratings on Control Preference 

Scale.
19

 The CPS results are shown in Table 9 which categorise the decision making roles of 

patients in the control and intervention groups post consultation – a smaller proportion of 

patients in the intervention group described their decision about their diabetes treatment as 

‘passive’ or ‘collaborative’. (page 12-13) 

 

The data in table 8 do not make sense when reading the footnote in light of the data; this needs to be 

addressed.  

 

Table 8 and its footnote have been rewritten to clarify the number of patients in the 

intervention and control groups who changed from undecided to decided [taking into account 

the number moving in the opposite direction]. (page 20) 

 

Also, there is some clustering issues, what was adjusted for and what was not that needs to be 

addressed by the authors as well.  

 

All primary and secondary outcomes were assessed for a clustering effect including the 

Decisional Conflict Scale. 

 

In the discussion there is a conclusion stated in regards to HbA1c that is not supported by the data. I 

detail this further below.  

 

Under decisional outcomes the statement about GP concern of a possible deterioration in 

glycaemic control in the intervention group has been removed from the text. 

 

The patients consent is addressed in the article but I see no mention of an ethical review board or 

IRB.  
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Ethical permission to conduct the study was received from the North Sheffield Local Research 

Ethics Committee [07/Q2308/53] 

 

I thought the article was interesting and addressed almost all items that were needed. There are a 

couple of issues.  The note in the discussion about patients being more likely to use the tool with the 

nurses over the GP's is an interesting one and would like to see more about, possible further research 

by the team as to why this is.   

 

The study was a pragmatic one which was undertaken in ‘usual’ general practice in the UK 

NHS – much of the routine care of patients with long term conditions such as diabetes in UK 

general practice is carried out by practice nurses and the trial reflects this reality.  

 

For the recruitment issue, did the research team evaluate a sample of the sites for potential patients? 

It seems amazing that over 20 months in 49 practices only 182 potential patients were found that 

were not on insulin and had HbA1c over 7.4.  

 

All participating practices were asked to screen their computerized diabetes register for 

eligible patients with T2DM [aged>21 years]. The inclusion criteria were people who were 

taking at least two oral glucose lowering drugs at maximum tolerated dose with an HbA1c 

>7.4% or who had been advised in the preceding six months to add or consider changing to 

insulin therapy.  Many of the patients who were identified in the original trawl of records were 

not on optimum/maximum doses of oral treatment and required upward titration of 

medications before insulin was considered – this resulted in a smaller number of patients 

being recruited than expected. 

 

 

Did the reviewers assess all outcomes for a clustering effect? I would think that with so few patients 

per cluster you would be unlikely to see one for all of the outcomes.  

 

All add outcomes were assessed for a clustering effect and this was minimal  

 

 

Below are some further comments on items that need to be addressed.  

1) Under methods you mention that patients were contacted prior to attending an appointment and 

asked to participate.  They were given an 'information sheet' and asked to attend an appointment, is 

this for both arms of the study.  What information was provided, what were patients told about the 

study to participate?  Were they aware of the tool or what was being tested? 
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The patient information sheet which was used in the trial is attached as Appendix 1 

 

2) For randomization there are no stratification factors listed, were none used? 

 

Initially it was intended that the size of the Practice be used as a stratification factor but all 

practices in the sample had more than 7000 patients.(page 9)   

 

3) In Table 3 under health service utilization you provide the range for control and not intervention on 

the general practitioners.  

 

This range (0 to 5) has now been added to Table 3. (page 15) 

 

 4) When adjusting to education did you leave this continuous?  The range of values seemed extreme 

and was just wondering. 

 

This range is based on self report and includes patients who described their education as ‘self 

taught continuing education’ [ie outwith a formal educational programme]. (page 15) 

 

5) You make a point of stating for HbA1c analysis you adjust for clustering, in knowledge numbers are 

too small for clustering but nothing is stated for decisional conflict.  This needs to be addressed. 

 

All outcomes were assessed for a clustering effect including for Decisional Conflict Scale. 

(page 16) 

 

6) Table 6 has formatting issues columns do not line up 

 

The formatting of Table 6 has now been corrected. (page 18) 

 

7) Table 6, for 'Realistic expectations' I am not sure what the unadjusted odds ratios mean.  I am 

guessing you have a large error about these estimates.  Might be prudent to not include them, 

especially since you only included 2 of the 3 and no explanation on why you could do 2 and not the 

3rd. 

 

The unadjusted odds ratios in Table 6 were adjusted for clustering, insulin initiation, age, 

gender and education level. However, the numbers answering correctly [‘realistic 

expectations’] in the control group were too few to control for clustering. This is now shown in 

the table. (page 18) 
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8) For Table 8, the footnote states that 18 patients changed from undecided to decided.  but you went 

from 23 to 8 which is a change of 15. The same is true for the control, the numbers do not make 

sense.  Please re-word your footnote for clarification. 

 

The footnote has now been reworded for clarification (page 20): 
* This figure of 8 patients includes 5 who remained ‘undecided’ post consultation and 3 
patients who moved from ‘decided’ pre consultation to ‘undecided’ post consultation. 
Similarly for the 9 ‘undecided’ post consultation patients in the control group, 3 remained 
‘undecided’ and 6 had moved from ‘decided’ to ‘undecided’. 
 
** This ratio means that a total of 18 patients changed from ‘undecided’ to ‘decided’ in the 
intervention group and that 3 moved in the opposite direction (ie a net total of 15 patients [18 – 
3] had ‘decided’ post consultation).  In the control group the corresponding numbers were 11 
and 6 (ie  a net total of 5 patients [11 – 6] had ‘decided’ post-consultation). 
 
9) Participation in decision making of patients, were you assessing how patients would prefer to make 

a decision or were you trying to determine how the decision was made. The purpose of the CPS is a 

little unclear.  It seems like you categorized the 5 choices from the CPS into these three 

categories.  Did you re-word the CPS to address the decision that was just made?  I don't see how 

this is relevant or what this means in the context of your tool.  The tool created an event where the 

patient is more likely to make a decision by themselves, but is that what they wanted, is that what they 

preferred?  A baseline assessment of what they wanted and what actually happened should have 

been assessed.  The goal of the CPS needs to be more clearly defined in the methods section. 

 

The CPS measures the preferred or actual role in decision making by asking a single question 

and Table 9 summarises these responses. The goal of the CPS has now been more clearly 

defined in the methods section.(page 12-13) 

 

10) For persistence it is unclear how this is measured, is it a self report from the patients or are you 

obtaining pharmacy records.  Is this just a follow through on the decision, so if someone decided to 

not take insulin and they did not then that is persistence and what do you consider 'persistence' with 

'Follow the diabetes advice more regularly'? Please clarify this in the methods section.  

 

The study defined persistence as the self report of patients that they had not changed their 

decision at six months after the initial intervention [ie use of the decision aid] and that there 

had been no change in their treatment during the intervening period. These data were 

collected by postal survey. These points have been clarified in the methods section.(page 11) 

 

11) Under discussion you state the tool is acceptable to people, but I don't see where you assessed 

this within the study. 
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This is now described within the body of the text. (page 21) 

 

12) Under decisional outcomes you state that there was concern expressed by the GP's over 

glycaemic control deteriorating in the intervention group and that this is 'clearly not the case as may 

be seen from these data'.  You cannot make this statement, you were not powered to test for this, if 

you had seen a difference and it was significant than you can make a statement but since you did not 

the lack of difference is meaningless.  

  

Under decisional outcomes the statement about GP concern of a possible deterioration in 

glycaemic control in the intervention group has been removed from the text. 

 

 

13) On page 26 for line 21, there seems to be a reference missing for the 'detailed process evaluation 

of its use can be found elsewhere'. 

 

The challenges of implementing a decision aid in general practice were not the primary focus 

of this paper. These challenges are addressed in another qualitative paper which investigates 

the active ingredients of this complex intervention and has been submitted to another journal 

for publication. These have been presented to an International  Conference and the 

proceedings have now be added to the reference list.
2
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VERSION 2 – REVIEW 

REVIEWER Dr Martin Wilkie,  
consultant renal physician  
Sheffield Teaching Hospitals NHS  
S5 7AU Sheffield.  
 
I have worked with Professor Mathers on a study of the Yorkshire 
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Dialysis Decision Aid. 

REVIEW RETURNED 29-Sep-2012 

 

RESULTS & CONCLUSIONS The study was under powered for one of its primary outcome 
measures - HBA1C - due to difficulties with recruitment. 
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