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are provided with free text boxes to elaborate on their assessment. These free text comments are 
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VERSION 1 - REVIEW 

REVIEWER Adrienne Kirby 
NHMRC Clinical Trials Centre, University of Sydney 

REVIEW RETURNED 26-Aug-2015 

 

GENERAL COMMENTS Review  
 
Analyses of changes between the results at 3 months and 6 months 
are not randomised comparisons and should not be included. It is 
not surprising that there are differences between the groups for this 
comparison when there are differences at 3 months.  
 
 
Statistics  
The sample size information is not clear and needs to be rewritten. 
The primary outcome is the score from the questionnaire. The mean 
value in the control group and the expected difference between the 
two interventions needs to be provided. I assume that the SD of 0.4 
is related to this score. The values 70% and 50% are irrelevant. Was 
clustering of patients in the same teaching group assessed or 
accounted for in the analyses?  
 
The randomisation method needs more explanation. Were permuted 
blocks used?  
 
General comment:  
• Are all continuous baseline variables normally distributed?  
• Page 13 line 22-23. Are these Mann-Whitney tests or chi-square 
with 3 degrees of freedom?  
 
 
Treatment goals (page 15 lines 25 to 41) and Table 3:  
These analyses are confusing.  
• The statins analyses are testing the same thing. The authors 
should analyse (for example) whether the patient plans to use 
statins, not both plan to and plan not to. The correct denominator 
here needs to be considered carefully as many patients are already 
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on statins and there is a reasonable imbalance in the groups at 
baseline (57% v 47%).  
• Additionally the analysis in Supp. 2 would appear to be incorrect, 
assuming that the test is a chi-square with 3 degrees of freedom. 
Only patients who are not taking statins at baseline can start taking 
statins, so the denominators are incorrect.  
• Smoking: The denominator for the smoking information should be 
the number of smokers and again only one line needs to be 
displayed (eg proportion who plan to continue smoking).  
Prioritisation of Treatment goals (page 15 lines 43 to 49) and Supp. 
Table 3:  
• These are not independent tests.  
• Is the chi-square = 0.002 in the footnote for a chi-square with 3 
degrees of freedom? If yes, that is correct.  
• Possible compare the proportion who choose blood pressure 
control versus everything else?  
• At least do not show all the tests as though they are independent.  
At follow-up (page 15 line 52 - ..)  
These are not randomised comparisons. As there is a difference at 3 
months, it is possibly not surprising that these changes are different. 
Better to interpret the results at 6 months, as specified.  
• Page 16 line 19. The analyses in sup. Table 7 are not randomised 
comparisons.  
 
Sub-group analyses (page 16)  
• The sub-group analysis is poorly described. Usually, a sub-group 
analysis assesses the effect of the intervention in each level of the 
sub-group variable and tests whether there is any evidence of a 
difference in the estimates of the intervention effect over the sub 
groups.  
• Sub-groups should be baseline characteristics, so the 
comprehension sub-group is not appropriate.  
• In this paragraph (Line 52): how many levels does social status 
have? Is a correlation appropriate?  
• In this paragraph (Line 54): Unsure how Mann Whitney is being 
used here. Should this be an adjusted analysis comparing the 
interventions adjusting for the factors and assessing the relationship 
that way? 

 

REVIEWER Andrea Siebenhofer 
Institute of General Practice, Goethe University Frankfurt; Institute of 
General Practice and Evidence based Health Services Research, 
Medical University Graz 

REVIEW RETURNED 27-Aug-2015 

 

GENERAL COMMENTS I was very interested in this manuscript because, as a former 
clinician in a diabetes outpatient clinic, I know that such programmes 
can benefit patients enormously. The findings described in the 
manuscript seem to me to be very valuable, especially as this proof 
of concept study will be evaluated as part of a cluster randomised 
controlled trial in a general practice setting.  
 
The manuscript describes a single blind, randomised controlled trial 
that evaluates an informed shared decision making programme 
(ISDM-P) for people with type 2 diabetes mellitus. All in all, 144 
patients were trained and followed up on for 6 months. The primary 
outcome was the achievement of higher levels of risk 
comprehension after the teaching session.  
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My main criticism is that the terms used in the protocol publication 
are not consistent with those used in the manuscript: e. g. was the 
primary outcome ‘knowledge’, as stated in the protocol publication 
(Buhse 2013), or was it ‘comprehension, including realistic 
expectations’ as written in the current manuscript? Please re-
structure this manuscript from abstract to discussion for the primary 
and secondary endpoints using the same terms and the same 
sequence. This would make it considerably easier to read the paper.  
 
Introduction:  
- The research question described in the manuscript should be in 
line with the abstract and the current manuscript and in agreement 
with the protocol publication  
 
Methods:  
 
Intervention:  
It would be very useful if the evidence-based decision aid for 
patients on the prevention of heart attack were available to the 
public and referenced in the manuscript.  
Comparison:  
I like the idea of structuring the shame intervention in the control 
group in a similar way to the intervention group. However, please be 
consistent in your reporting because in your protocol publication 
(Buhse 2013), not only "stress" but "nutrition and sport" was 
attached in the training session. This should be clarified.  
Procedures:  
Please ensure that the duration of intervention in the clinical registry 
(ISRCTN84636255) is the same in both the registry and the 
manuscript. Adaption in registry is required.  
 
Outcomes measures  
- Primary outcomes: please ensure that the terms used are the 
same in both manuscript and protocol, as the use of different terms 
is confusing.  
Protocol publication (Buhse 2013): ...Knowledge is captured by a 
standardised questionnaire consisting of 12 questions to assess 
comprehension of risk information and realistic expectations plus 
one question to assess numeracy...  
Current manuscript: Primary outcome was patients’ comprehension 
of relevant risk information after the teaching. ....risk comprehension 
was operationalised by the level of patient knowledge and 
understanding of the notion of risk, individual heart attack risk,..., 
including realistic expectations. We used a 12-items standardised 
questionnaire...  
- The 12-item questionnaire should be added to the supplementary 
materials  
- Why don't you use the same order when describing the secondary 
outcomes, as in its current form it is difficult to understand whether 
you always mean the same thing.  
-Secondary endpoints: "sustainability of knowledge" is mentioned as 
a secondary outcome in the protocol (Buhse 2013). This should be 
added here too.  
-Please add the term "individual" treatment throughout the whole 
manuscript when not describing the prioritised goals  
Sample size  
This section can be deleted as it was already described in the 
protocol paper  
Intervention fidelity  
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Were the "video taped initial sessions" part of the piloting process, or 
did you, as I suspect, provide feedback during the intervention 
period. If so, it would mean that the content of one part of the 
complex intervention (structured patient teaching provided by 
diabetes educators) had changed during the intervention phase.  
Results  
- When describing the primary endpoint, please add: ... mean score 
for risk comprehension was 8.25....  
- Comprehension and realistic expectations after six months were 
mentioned as secondary outcomes, please add this outcome to the 
methods section.  
Figures and Tables:  
Suppl. Tables 3 and 5: headings are incomplete: time of 
measurement is missing  
 
Abstract:  
Please adapt to take account of changes made in the main 
manuscript  
The registration document should be updated, e.g. recruitment didn't 
start in 2013 w.isrctn.com/ISRCTN84636255  
 
Reference:  
Buhse et al.: An evidence-based shared decision making 
programme on the prevention of myocardial infarction in type 2 
diabetes: protocol of a randomised-controlled trial. BMC Family 
Practice 2013 14:155. 

 

VERSION 1 – AUTHOR RESPONSE 

Point by point response to first reviewer  

 

We thank the reviewer for appreciation of our study. Please find our point by point response below:  

 

1. Analyses of changes between the results at 3 months and 6 months are not randomised 

comparisons and should not be included. It is not surprising that there are differences between the 

groups for this comparison when there are differences at 3 months.  

 

The primary outcome measure (risk comprehension) was assessed directly after the patient teaching 

session (T1) and at 6 months follow-up (T2). There was no data assessment at 3 months follow-up.  

The secondary endpoint (achievement of treatment goals) was assessed by comparing e.g. blood 

pressure values at 6 months follow-up with blood pressure goals that were set after the teaching 

session. The outcome was dichotomised as achieved or not achieved. Then, study groups were 

compared regarding achieved treatment goals.  

The study aimed at enabling and motivating patients to set their own treatment goals on the basis of 

evidence-based information. As a result, patients’ priorities and decisions were more in line with 

scientific evidence and were more realistic to achieve.  

 

Statistics  

2. The sample size information is not clear and needs to be rewritten. The primary outcome is the 

score from the questionnaire. The mean value in the control group and the expected difference 

between the two interventions needs to be provided. I assume that the SD of 0.4 is related to this 

score. The values 70% and 50% are irrelevant. Was clustering of patients in the same teaching group 

assessed or accounted for in the analyses?  

 

To calculate the required sample size we assumed that in the ISDM group 70% (i.e., on average 8.4 
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of 12) and in the control group 50% (6 of 12) of the questions are answered correctly. The SD of 0.4 is 

related to this number of properly answered questions. We did not account for patients in the same 

teaching group since we expected that the influence would be negligible. The sample size calculation 

is already described in the study protocol published in BMC Family Practice [1].  

 

Page 12 Line 16 We added the number of questions in the section:  

We assumed patients in the ISDM-P group to answer 70% of the questionnaire correctly (8 out of 12 

questions), compared to 50% in the control group (6 out of 12).  

 

3. The randomisation method needs more explanation. Were permuted blocks used?  

 

Thanks for the advice. The blocks were permuted; we added this in the paper on page 12 line 23:  

Randomisation was performed in permuted blocks of eight patients to ensure close balance of 

numbers of participants in each group and sufficient numbers of participants (n=4) in each teaching 

session.  

 

General comment:  

4. Are all continuous baseline variables normally distributed?  

 

We have checked the continuous baseline data by means of histograms and boxplots, the data are 

not noticeably skewed. Therefore, the descriptive statistics with mean and SD are appropriate.  

 

5. Page 13 line 22-23. Are these Mann-Whitney tests or chi-square with 3 degrees of freedom?  

 

Since the scale of the medication uptake variable is ordinal (increase/unchanged/decrease), we have 

used the Mann-Whitney U Test. A chi-square test would not account for the ordinal information of the 

variable.  

 

Treatment goals (page 15 lines 25 to 41) and Table 3:  

These analyses are confusing.  

6. The statins analyses are testing the same thing. The authors should analyse (for example) whether 

the patient plans to use statins, not both plan to and plan not to. The correct denominator here needs 

to be considered carefully as many patients are already on statins and there is a reasonable 

imbalance in the groups at baseline (57% v 47%).  

 

We agree that a more detailed analysis is needed to understand the results regarding the use of 

statins. According to the reviewer’s suggestion, we changed supplementary table 2 to better illustrate 

the distinction between patients who did use statins at baseline and who did not. We also removed 

the redundant information about patients not intending to take statins in table 3.  

Differences on statin use at baseline are not statistically significant. Since study groups are 

randomised, the differences occur randomly. Additionally, we performed a Cochran Mantel-Haenszel 

Test to adjust for the (random) differences at baseline: For patients not taking statins, the p value of 

this test is the same as the p value of the Fishers exact test (p=0.001).  

 

7. Additionally the analysis in Supp. 2 would appear to be incorrect, assuming that the test is a chi-

square with 3 degrees of freedom. Only patients who are not taking statins at baseline can start taking 

statins, so the denominators are incorrect.  

 

According to the reviewer’s suggestion, we changed the supplementary table 2:  

Supplementary table 2. Change in decision on statin intake.  

 

8. Smoking: The denominator for the smoking information should be the number of smokers and 

 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-2015-009116 on 13 N

ovem
ber 2015. D

ow
nloaded from

 

http://bmjopen.bmj.com/


again only one line needs to be displayed (eg proportion who plan to continue smoking).  

 

According to the reviewer’s advice, we included just smokers in table 3:  

Table 3. Patients’ treatment goals after teaching.  

 

9. Prioritisation of Treatment goals (page 15 lines 43 to 49) and Supp. Table 3: These are not 

independent tests. Is the chi-square = 0.002 in the footnote for a chi-square with 3 degrees of 

freedom? If yes, that is correct. Possible compare the proportion who choose blood pressure control 

versus everything else? At least do not show all the tests as though they are independent.  

 

In the paper, we already compared each category (e.g. blood pressure control) versus the other 

choices, leading to 4 separate tests (Fisher’s exact) in the last column of suppl. table 3. Additionally, 

we performed an overall test (chi-square) to compare the distribution of the 4 choices between both 

groups. This test has 3 degrees of freedom (added in supp. table 3):  

 

Chi-square test, df=3, P=0.002.  

 

10. At follow-up (page 15 line 52 - ..)  

• These are not randomised comparisons. As there is a difference at 3 months, it is possibly not 

surprising that these changes are different. Better to interpret the results at 6 months, as specified.  

• Page 16 line 19. The analyses in sup. Table 7 are not randomised comparisons.  

 

We refer to point 1 of the point by point response to reviewer #1.  

Levels of HbA1c and blood pressure at 6 months follow-up can only be interpreted alongside 

information on treatment goals and medication. Supplementary table 7 displays the change in 

medication from after teaching to 6 months follow-up. There is no difference in change of medication 

uptake between groups. It can be assumed that patients in the ISDM group achieved their HbA1c 

goal better than patients of the control group because they set more realistic HbA1c goals.  

 

Sub-group analyses (page 16)  

11. The sub-group analysis is poorly described. Usually, a sub-group analysis assesses the effect of 

the intervention in each level of the sub-group variable and tests whether there is any evidence of a 

difference in the estimates of the intervention effect over the sub groups. Sub-groups should be 

baseline characteristics, so the comprehension sub-group is not appropriate.  

 

The analyses were performed according to the study protocol [1]. In order to avoid confusion, we 

changed the title of the section to “Additional analyses” instead of “Sub-group analyses” on page 13 

line 24 and page 16 line 21.  

 

12. In this paragraph (Line 52): how many levels does social status have? Is a correlation 

appropriate?  

 

Possible values of social status are between 3 and 21. More precisely, we analysed the correlation of 

the risk comprehension score (added in the paper) and social status. Because the scale of 

comprehension score is continuous, Spearman’s correlation coefficient is appropriate. This approach 

is consistent with the study protocol.  

We added the correlation coefficient and p-value in the paper.  

 

Page 14, line 7:  

We used ANOVA to assess if comprehension was associated with age and Spearman’s Rho 

correlation coefficient to assess if the comprehension score is associated with social status.  
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Page 17, line 3:  

Social status did not correlate with risk comprehension score (Spearman’s Rho=0.147, P=0.085).  

 

13. In this paragraph (Line 54): Unsure how Mann Whitney is being used here. Should this be an 

adjusted analysis comparing the interventions adjusting for the factors and assessing the relationship 

that way?  

 

We performed two univariate analyses. In both groups (patients achieving treatment goal vs. not 

achieving the goal) we compared the heart attack risk and the social status. An adjusted analysis 

comparing the interventions is not necessary, since the allocation of patients to the groups was 

randomised and both factors (heart attack risk, social status) are not significantly influencing the 

chance of goal achievement.  

 

Reference  

[1] Buhse S, Heller T, Kasper J, et al. (2013) An evidence-based shared decision making programme 

on the prevention of myocardial infarction in type 2 diabetes: protocol of a randomised-controlled trial. 

BMC family practice 14: 155  

 

 

Point by point response to second reviewer  

 

We thank the reviewer for appreciation of our study. Please find our point by point response below:  

 

1. terms used in the protocol publication are not consistent with those used in the manuscript  

 

According to the BMJ Open policy, the terms we used in the manuscript are consistent with the terms 

we used in the registration protocol on the ISRCTN. In the study protocol, the outcome measures 

were operationalized. We are aware of this confusing presentation. Therefore, we explained our 

approach in the manuscript by using the original and general terms at registration align with the 

operationalized terms of the study protocol.  

 

2. The research question described in the manuscript should be in line with the abstract and the 

current manuscript and in agreement with the protocol publication.  

 

Page 7 Line 18  

According to the reviewer we matched the research question:  

The objective of the present study was to assess the efficacy of the whole programme in a 

randomised, controlled trial under high fidelity conditions.  

 

3. It would be very useful if the evidence-based decision aid for patients on the prevention of heart 

attack were available to the public and referenced in the manuscript.  

 

We refer to point 2 of the response to the editor.  

The decision aid is currently tested in a cluster RCT for implementation of the programme in general 

practices. Free publication of the decision aid is planned after finishing the cluster RCT. However, the 

decision aid can be requested from the authors for personal use.  

 

Page 9 Line 6-7  

We added the following sentence:  

The decision aid is available on request from the corresponding author.  

 

4. I like the idea of structuring the shame intervention in the control group in a similar way to the 
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intervention group. However, please be consistent in your reporting because in your protocol 

publication (Buhse 2013), not only "stress" but "nutrition and sport" was attached in the training 

session. This should be clarified.  

 

Page 10 Line 4-5  

According to the reviewer’s suggestion, we added the contents of the sham intervention:  

It comprised usual care supplemented with a 90 minutes teaching module on sports, nutrition, and 

stress issues.  

 

5. Please ensure that the duration of intervention in the clinical registry (ISRCTN84636255) is the 

same in both the registry and the manuscript. Adaption in registry is required.  

 

We think registration should not be and cannot be changed. We added the deviation from the 

registration in the manuscript on page 11 Line 9-10:  

The overall trial end date was supposed to be December 2013. However, patient recruitment took 

longer than expected. The last patient was enrolled in June 2014; the last teaching session was 

conducted in October 2014; follow-up data was completed in March 2015.  

 

6. Primary outcomes: please ensure that the terms used are the same in both manuscript and 

protocol, as the use of different terms is confusing.  

 

We refer to point 1 of the point by point response to reviewer #2.  

 

7. The 12-item questionnaire should be added to the supplementary materials  

 

The questionnaire is currently used in a cluster RCT. It can be requested from the authors for 

personal use.  

 

8. Why don't you use the same order when describing the secondary outcomes, as in its current form 

it is difficult to understand whether you always mean the same thing.  

 

Page 11-12 Line 25-1  

According to the reviewer’s suggestion, we stated that comprehension at follow up is a secondary 

endpoint.  

Comprehension including realistic expectations was additionally assessed as a secondary outcome 

measure at six months follow up.  

 

9. Secondary endpoints: "sustainability of knowledge" is mentioned as a secondary outcome in the 

protocol (Buhse 2013). This should be added here too.  

 

Comprehension at six months follow-up is supposed to show the sustainability of knowledge. We 

again refer to point 1 of the point by point response to reviewer #1. To warrant consistency to 

registration we only used comprehension.  

 

10. Please add the term "individual" treatment throughout the whole manuscript when not describing 

the prioritised goals  

 

According to the reviewer’s suggestion, we added the term on page 12 line 5:  

1) achievement of individual treatment goals  

 

11. This section can be deleted as it was already described in the protocol paper  
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Considering the CONSORT Statement, reporting of sample size calculation is required. The section 

was revised according to reviewer #1.  

 

12. Were the "video taped initial sessions" part of the piloting process, or did you, as I suspect, 

provide feedback during the intervention period. If so, it would mean that the content of one part of the 

complex intervention (structured patient teaching provided by diabetes educators) had changed 

during the intervention phase.  

 

We provided feedback after the first two teaching sessions during the intervention period. The content 

of the intervention did not change. The aim was to achieve high intervention fidelity.  

 

13. When describing the primary endpoint, please add: ... mean score for risk comprehension was 

8.25....  

 

According to the reviewer’s request, we added it on page 15 line 6:  

The mean score for risk comprehension was 8.25 for the ISDM group and 2.62 for control group…  

 

14. Comprehension and realistic expectations after six months were mentioned as secondary 

outcomes, please add this outcome to the methods section.  

 

We refer to point 8 of the point by point response to reviewer #1.  

 

15. Suppl. Tables 3 and 5: headings are incomplete: time of measurement is missing  

 

According to the reviewer’s suggestion, we added time of measurement in both tables:  

Supplementary table 3. Patients’ prioritised treatment goals after teaching.  

Supplementary table 5. Differences between defined and achieved treatment goals of blood pressure 

and HbA1c levels after six months.  

 

16. The registration document should be updated, e.g. recruitment didn't start in 2013 

w.isrctn.com/ISRCTN84636255  

 

Patient recruitment started in March 2013. Diabetes educators at study site were already members of 

the project team. 

 

VERSION 2 – REVIEW 

REVIEWER Andrea Siebenhofer 
Institute of General Practice and Evidence-based Health Services 
Research 

REVIEW RETURNED 23-Oct-2015 

 

GENERAL COMMENTS The reviewer completed the checklist but made no further 
comments. 
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