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BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to 

complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and 

are provided with free text boxes to elaborate on their assessment. These free text comments are 

reproduced below.   
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TITLE (PROVISIONAL) Patient education interventions to improve physical activity in 
patients with intermittent claudication: A protocol for a systematic 
mixed studies review. 

AUTHORS Abaraogu, Ukachukwu; Dall, Philippa; Seenan, Chris 

 

VERSION 1 - REVIEW 

REVIEWER Melissa Galea Holmes 
King's College London, London, United Kingdom 

REVIEW RETURNED 23-Feb-2016 

 

GENERAL COMMENTS PAD is an escalating problem, and debilitating symptoms of leg pain 

can effectively be treated through regular walking exercise. The 

proposed mixed studies review therefore addresses an important 

challenge for the care of this patient group, particularly in the UK 

where provision of exercise programmes is low. A strength of this 

review is the inclusion of mixed-method studies, including qualitative 

evidence. However, the protocol will benefit from clarification of a 

number of points, indicated below: 

The following details are suggested in order to clarify the protocol: 

ABSTRACT 

The authors use the term ‘physical activity’ in the introduction and 

methods, and I suspect they are referring to physical activity 

capacity (i.e., which they have defined in their methods as maximal 

or pain-free walking distance or time. The authors should be very 

clear what they mean by ‘physical activity’ or ‘PA capacity’ in the 

abstract and throughout the article, particularly as maximal and pain-

free walking are disease-specific and valid markers of ambulatory 

ability in PAD/IC, it is of interest to readers to know that these 

parameters will be evaluated in the review. 

INTRODUCTION 

Page 4, line 40-41. “despite the fact that these interventions have 

shown demonstrable effectiveness….”. Can the authors please 

indicate which outcomes the interventions they are referring to have 

been shown to affect? Do they mean walking ability, cardiovascular 

risk, physical activity? 

Page 4, line 48 (and elsewhere). The term compliance should be 

replaced with ‘adherence’, consistent with WHO (2004) 
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recommendations. Particularly in the context of complex non-

pharmacological interventions (i.e., patient education), the term 

adherence better reflects the active role of the patient in the uptake 

and engagement with treatment. 

General: The authors should justify a need for their review, in light of 

recent systematic reviews of complex behaviour-change 

interventions targeting physical activity in IC, namely Al-Jundi et al., 

2015, EJVES, 46(6); 690-706 and Galea et al., 2013, EJVES, 

46:132-141.  

METHODS: 

Page 5, line 34 and page 6 line 36 The primary research question 

asks about the ‘effective components of education interventions…’. 

Can the authors operationalise ‘education interventions’ and 

particularly in the section defining ‘Types of Interventions’ (p 6, line 

36) it is not clear how the authors will screen studies for inclusion 

based on an ‘education component’. Will the studies have to 

explicitly use the term ‘education’ or is other terminology 

acceptable? Are the authors particularly interested in education 

pertaining to either disease, physical activity/walking, self-

management etc, or all / any of the above? Similarly, in terms of the 

‘effective components’ of interventions, do the authors refer to the 

topics covered in the education, educational materials provided, the 

mode of delivery or type of staff or any/all of the above? 

Page 6, line 23-25. Will the authors include studies where some but 

not all participants have IC? For example, where a proportion of 

participants are ‘asymptomatic’ or have ‘rest pain’? If so, what 

proportion of included participants will need to have had IC for the 

study to be included? 

Page 6, lines 50-54. Can the authors state explicitly which is the 

‘Primary Outcome’ (i.e., physical activity capacity as they have 

defined it, or free-living physical activity?). Within the categories of 

PA capacity and free-living PA, there are at least several very 

different outcomes (e.g., pain-free walking distance/time and 

maximal walking distance/time are effectively two different outcomes 

– which is the primary outcome?). Also, will the authors 

include/exclude studies on the basis of how physical activity capacity 

was measured (e.g., progressive/constant treadmill versus corridor 

walk test versus self-report) or how free-living physical activity was 

measured (e.g., objective activity monitoring, self-repot, observation 

etc.) Will studies be included if they assess any of the outcomes, or 

is it a requirement that the primary outcome be reported for inclusion 

in the review? 

Page 8, line 13. The authors state that screening will be conducted 

first on the study title and then on the abstract. It is advised that 

initial screening should be conducted simultaneously on the title and 

abstract as interventions with education components may easily be 

overlooked if the term ‘education’ or detail of the intervention is not 
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included in the title. 

Page 9, lines 23-28. The following two sentences are unclear. Can 

the authors clarify what they mean in the text?: “Also, this review 

aims to identify factors….raised effectiveness of these interventions 

in individuals with IC.” 

 

 

REVIEWER Anne Conijn 
Academic Medical Center, The NEtherlands 

REVIEW RETURNED 02-Mar-2016 

 

GENERAL COMMENTS Interesting study proposition on a topic that I feel is extremely 
important in the field of PAD. Ultimately, studies like these can help 
to better tailor treatment for individual patients with IC, which makes 
treatment probably much more effective.  
 
However, I do feel there are many spelling and grammar mistakes 
throughout the manuscript. Please re-read carefully to find and 
adjust these.  
 
Please alter this sentence, I do not find this very clear  
 
This review is expected to inform the development of patient 
education intervention for improving free@living PA in individuals 
with IC.  
 
Also, I would suggest altering this section, I think it can be rephrased 
in a clearer way.  
 
Overall, major  
limitations in the activities of daily living may result,  
7 consequently decreasing quality of life.  
Additionally, the resultant decreased ability to en  
gage in physical activity may further  
compromise cardiovascular health potentially leadin  
g to an increased risk of a future  
cardiovascular event  
in a vascular system already compromised by PAD  
 
 
Please provide some references for this statement:  
 
Despite the fact that these interventions  
have shown demonstrable effectiveness  
when assessed in the laboratory, translation to fre  
e@living physical activity improvement has  
rarely been demonstrated.  
 
 
Please rephrase the sections of types of studies and the last 
sentence of types of interventions, I feel these can be much clearer.  
 
I do not feel the outcomes mentioned are particularly relevant to the 
research question, as they are mostly used in the laboratory setting, 
of which the authors mention not to be interested in.  
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(e.g. walking  
time to onset of pain, pain free walking distance,  
maximum walking time, maximal walking  
distance);  
 
Going to be hard to find any of these: (if measured with a generic val  
id instrument)  
 
THe search strategy is extensive and adequate. Further methods 
seem adequate. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

 

Reviewer Name  

Melissa Galea Holmes  

 

Institution and Country  

King's College London, London, United Kingdom  

 

Please state any competing interests or state ‘None declared’:  

None declared  

 

Please leave your comments for the authors below  

Please see the attached document for recommended revisions.  

 

Reviewers  

PAD is an escalating problem, and debilitating symptoms of leg pain can effectively be treated 

through regular walking exercise. The proposed mixed studies review therefore addresses an 

important challenge for the care of this patient group, particularly in the UK where provision of 

exercise programmes is low. Strength of this review is the inclusion of mixed-method studies, 

including qualitative evidence. However, the protocol will benefit from clarification of a number of 

points, indicated below:  

 

The following details are suggested in order to clarify the protocol: ABSTRACT  

The authors use the term ‘physical activity’ in the introduction and methods, and I suspect they are 

referring to physical activity capacity (i.e., which they have defined in their methods as maximal or 

pain-free walking distance or time. The authors should be very clear what they mean by ‘physical 

activity’ or ‘PA capacity’ in the abstract and throughout the article, particularly as maximal and pain- 

free walking are disease specific and valid markers of ambulatory ability in PAD/IC, it is of interest to 

readers to know that these parameters will be evaluated in the review.  

AU: The terms relating to physical activity behavior and physical activity capacity have been clarified 

at the abstract section and throughout the manuscript. We posited that PA ability/capacity and PA 

behaviour are different. While the formal has been extensively researched among patients with PAD 

and IC, the later though describing the real life outcome of interventions has received lesser attention. 

Thank you for bringing our attention to make this important clearification  

 

INTRODUCTION  

 

Page 4, line 40-41. “despite the fact that these interventions have shown demonstrable 

effectiveness….”. Can the authors please indicate which outcomes the interventions they are referring 

to have been shown to affect? Do they mean walking ability, cardiovascular risk, physical activity?  
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AU: The outcomes the interventions referred to have been shown to affect is physical activity capacity 

(walking ability). What was intended is now specified in revised MS page 4 lines 1-3.  

 

Page 4, line 48 (and elsewhere). The term compliance should be replaced with ‘adherence’, 

consistent with WHO (2004) recommendations. Particularly in the context of complex non- 

pharmacological interventions (i.e.,patient education),the term adherence better reflects the active 

role of the patient in the uptake and engagement with treatment.  

AU: Done. Thank you for the brilliant suggestion. The term has been replaced here (pg 4 line 7) and 

where else applicable.  

 

General: The authors should justify a need for their review, in light of recent systematic reviews of 

complex behaviour-change interventions targeting physical activity in IC, namely Al-Jundi et al., 

2015,EJVES,46(6);690-706 and Galeaetal.,2013,EJVES,46:132-141.  

AU: We have provided justification to the current review. See texts in the revised Ms (pg 4 lines 14-

22).  

“Al-Jundi et al., 2015,EJVES,46(6): 690-706” should read“Al-Jundi et al., 2013,EJVES,46(6): 690-

706”. The above two systematic review had a different objective hence a different design of a 

systematic review compared to ours. Galea was the first review on behavioural therapy (BCT) 

programme for PA improvement and only evaluated randomized controlled trials (RCTs) to see if 

BCTs improve functional walking distance outcomes as well as walking behaviour among individuals 

with IC. Although Al-Jundi et al included Non-RCTs in their evaluation of effect of structured home 

based exercise programme their review only evaluated walking capacity and not PA behavior. 

Certainly both reviews did well but did not consider any important factors from the patients 

perspective as an index of the effectiveness of complex non- pharmacological interventions (such as 

patient education). Not only is the evaluation of the effect from clinical outcomes important, but the 

experiences of patients may define success or other of the programme, hence the effective 

components of the intervention. To include this patient’s point of view a mixed study systematic 

review is warranted. In doing this, a sequential explanatory synthesis combining quantitative analysis 

of effectiveness with a qualitative analysis of patients’ perspective will be useful to answer the 

question: “What are the effective components of patient education interventions for improving PA 

capacity and behaviour in patients with IC?”. This is what differentiates this present review from the 

two previous ones.  

 

METHODS:  

 

Page 5, line 34 and page 6 line 36 The primary research question asks about the ‘effective 

components of education interventions…’.Can the authors operationalize ‘education interventions’ 

and particularly in the section defining ‘Types of Interventions’ (p 6, line 36) it is not clear how the 

authors will screen studies for inclusion based on an ‘education component’. Will these studies have 

to explicitly use the term ‘education’ or is other terminology acceptable? Are the authors particularly 

interested in education pertaining to physical activity/walking, self-management etc, or all / any of the 

above? Similarly, in terms of the ‘effective components’ of interventions, do the authors refer to the 

topics covered in the education, educational materials provided, the mode of delivery or type of staff 

or any/all of the above?  

AU: Specifically, search terms will not be restricted to “education” and studies with other terminologies 

including but not limited to home-based exercise, and behavioural modification interventions will be 

included so long as the intervention is a structured education aimed at behavioural modification to 

improve physical activity(PA capacity and PA behaviour) instead of an instruction to “go home and 

exercise” or “advice to change lifestyle” without structured education/behavioral modification 

components targeting PA activity improvement.  

In terms of the ‘effective components’ of interventions, both the topics covered in the education, 

educational materials provided, the mode of delivery or type of staff will be relevant? We have made 
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further explanation regarding these in the revised manuscript. See page 6 lines 7-14; page 7 lines 7-

13; page 8 lines 1-13  

 

 

Page6, line 23-25.Will the authors include studies where some but not all participants have IC? For 

example, where a proportion of participants is ‘asymptomatic’ or has ‘rest pain’? If so, what proportion 

of included participants will need to have had IC for the study to be included?  

AU: We have made this important clarification in page 6 lines 20-22 of the revised Ms. Only studies 

with all participants diagnosed with IC will be included. Studies with participants with critical limb 

ischemia will be excluded.  

 

Page 6, lines 50-54. Can the authors state explicitly which is the ‘Primary Outcome’ (i.e., physical 

activity capacity as they have defined it, or free-living physical activity?).Within the categories of PA 

capacity and free-living PA, there are at least several very different outcomes (e.g.,pain-free walking 

distance/time and maximal walking distance/time are effectively two different outcomes–which is the 

primary outcome?).  

AU: The primary outcome is the free-living physical activity behavior as state in the section related to 

outcomes and prioritisation. The specific outcomes to be measure have been clarified in the revised 

Manuscript (page 11-21).  

 

Also, will the authors include/exclude studies on the basis of how physical activity capacity was 

measured (e.g., progressive/constant treadmill versus corridor walk test versus self-report), or how 

free-living physical activity was measured (e.g., objective activity monitoring, Self-report, observation 

etc.). Will studies be included if they assess any of the outcomes, or is it a requirement that the 

primary outcome be reported for inclusion in the review?  

AU: No. Exclusion will not be made based on how physical activity was measured. Studies will be 

included if they assess any of the outcomes. This clarification has been made in the revised draft 

Manuscript page 8 lines 11-13.  

 

Page8, line 13.The authors state that screening will be conducted first on the study title and then on 

the abstract. It is advised that initial screening should be conducted simultaneously on the title and 

abstract as interventions with education components may easily be overlooked if the term ‘education’ 

or detail of the intervention is not included in the title.  

AU: The suggestion is well taken. We have made the amendment in the revised draft. See page 9 line 

19.  

 

Page 9,lines 23-28.The following two sentences are unclear. Can the authors clarify what they mean 

in the text?: “Also, this review aims to identify factors….raised effectiveness of these interventions in 

individuals with IC.”  

AU: It is the consensus of the authors to remove these two sentences as they are unclear and do not 

contribute to further understanding of the outcomes being described.  

 

 

Reviewer: 2  

 

Reviewer Name  

Anne Conijn  

 

Institution and Country  

Academic Medical Center, The NEtherlands  

 

Please state any competing interests or state ‘None declared’:  

 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-2016-011405 on 20 M

ay 2016. D
ow

nloaded from
 

http://bmjopen.bmj.com/


None declared  

 

Please leave your comments for the authors below  

Interesting study proposition on a topic that I feel is extremely important in the field of PAD. Ultimately, 

studies like these can help to better tailor treatment for individual patients with IC, which makes 

treatment probably much more effective.  

 

However, I do feel there are many spelling and grammar mistakes throughout the manuscript. Please 

re-read carefully to find and adjust these.  

AU: The spelling and grammar checks have been conducted and corrections made throughout the 

manuscript.  

 

Please alter this sentence, I do not find this very clear  

 

This review is expected to inform the development of patient education intervention for improving free-

living PA in individuals with IC.  

AU: Sentence has been altered for clearer meaning, and has now been written it as “This review will 

guide the selection of effective components in the future development of patient education 

interventions for improving PA behaviour in individuals with IC”. See page 2 lines 24-25; page 3 line 1.  

 

Also, I would suggest altering this section, I think it can be rephrased in a clearer way.  

 

Overall, major limitations in the activities of daily living may result, 7 consequently decreasing quality 

of life. Additionally, the resultant decreased ability to engage in physical activity may further 

compromise cardiovascular health potentially leading to an increased risk of a future cardiovascular 

event in a vascular system already compromised by PAD.  

AU: This section has been altered to better convey information clearly. See revised script page 3line 

16 – 19.  

 

 

Please provide some references for this statement:  

 

Despite the fact that these interventions have shown demonstrable effectiveness when assessed in 

the laboratory, translation to free-living physical activity improvement has rarely been demonstrated.  

AU: References have now been provided. See page 4 line 3 of the revised manuscript.  

 

 

Please rephrase the sections of types of studies and the last sentence of types of interventions; I feel 

these can be much clearer.  

AU: This section has been rephrased, and last sentence regarding type of interventions has been 

clarified. See page 6 line 7-14, page 7 lines 7-13.  

 

I do not feel the outcomes mentioned are particularly relevant to the research question, as they are 

mostly used in the laboratory setting, of which the authors mention not to be interested in. (e.g. 

walking time to onset of pain, pain free walking distance, maximum walking time, maximal walking 

distance);  

AU: We have clarified this. The primary outcome is now explicitly stated to be PA behavior, and some 

PA capacity measures in the laboratory are explicitly stated to be secondary outcome measures. See 

section under outcomes and prioritisation in the revised manuscript (page 11 lines 7-21).  

 

Going to be hard to find any of these: (if measured with a generic valid instrument)  

AU: Outcomes not identified through extensive database search will be reported as such in the 
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outcomes of the review. It is of importance that validated instruments are used. We will not exclude 

studies based on the methods of measurement, but we will take that into account when evaluating 

included studies. Whatever findings are made in the review will guide recommendation of inclusion of 

outcomes in future trials.  

 

THe search strategy is extensive and adequate. Further methods seem adequate  

AU: Thank you for your time, and incisive review. 

 

VERSION 2 – REVIEW 

REVIEWER Melissa Galea Holmes 
King's College London, UK 

REVIEW RETURNED 28-Apr-2016 

 

GENERAL COMMENTS The authors have addressed all comments provided in the initial 
review, and the manuscript is now much clearer and more 
comprehensive. Grammar, spelling and English may require a final 
check by the authors or Editorial office.   
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