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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.   

 

ARTICLE DETAILS 
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Narkeesh; Hossain, Sohrab; Bedi, Parneet 

 

VERSION 1 - REVIEW 

REVIEWER Diana Dorstyn 
School of Psychology  
Faculty of Health Sciences  
University of Adelaide  
Australia 

REVIEW RETURNED 28-Apr-2015 

 

GENERAL COMMENTS BMJ online. Effectiveness and Cost-effectiveness of telephone-
based support versus usual care for treatment of pressure ulcers in 
people with spinal cord injury in low- and middle-income countries: 
study protocol for a 12 week randomized controlled trial.  
 
Thank you for inviting me to review this manuscript. The paper 
meets an empirical gap in the SCI telerehabilitation literature and 
would be of interest to BMJ readers. Please let me suggest a few 
aspects that might help to enhance this manuscript.  
 
Title  
Consider condensing. For example ‘Effectiveness of telephone-
based support for treatment of pressure ulcers…..’ covers both 
treatment and cost-effectiveness.  
 
Introduction  
References in the first paragraph, which list prevalence rates for 
pressure ulcers post injury, are outdated and should be replaced 
with more recent SCI data.  
 
Methods  
Assignment of intervention. List details of the computer random 
allocation schedule (the program name or web source). This would 
be of interest to readers.  
 
Intervention. Include discipline (nursing?) of clinicians administering 
the telephone support.  
 
Outcome measures. Paragraph summarising the Secondary 
Outcomes can be condensed – i.e. do not need to list individual 
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measures as these are subsequently discussed in detail in the text 
that follows. Also, for standardised measures, provide consistent 
detail (i.e. if validity/reliability is mentioned for one measure, do this 
for all). The authors might also wish to consider calculating 
Cronbach alphas for each standardised measure (provided the final 
sample N suffices) and Cohen’s d effect sizes to determine the 
magnitude of treatment effects for each of the secondary outcomes.  
 
Data analysis  
Add detail in relation to the exact data imputation method (there are 
numerous options available, e.g. missing data for each measure 
might be substituted with the mean baseline score for that measure)  
  
The reviewer also provided a marked copy with detailed comments. 
Please contact the publisher for full information about it. 

 

REVIEWER Marylou Guihan 
Spinal Cord Injury QUERI Research Coordinating Center, Center of 
Innovation for Complex Chronic Health Care (CINCCH),  
Edward Hines, Jr. VA Hospital, Hines IL USA 

REVIEW RETURNED 05-May-2015 

 

GENERAL COMMENTS This manuscript addresses an extremely important topic, however, 
as written, I would predict that this study will result in an under-
powered study that will be unable to explain the variability they will 
likely find.  
 
The manuscript indicates that the study itself does not have a DSMB 
(as they deemed the study intervention to be sufficiently low risk 
such that they would not have to develop or implement stopping 
rules). Since there is no DSMB, it is unclear whether the protocol 
can actually be changed before it is implemented? The manuscript 
seems to indicate that the study is already ongoing.  
 
The SCI PrU guideline published by the Consortium for Spinal Cord 
Medicine (2014) suggests that people with SCI must adopt certain 
behaviors in order to prevent PrUs and maintain skin health: daily 
skin inspection, pressure relief every 15 minutes, maintaining an 
adequate wheelchair cushion, avoiding alcohol/drug abuse and 
smoking, turning in bed at night and contacting a provider when new 
skin breakdown is noticed. The protocol does not include any 
information about participants’ adherence to recommended skin 
protective behaviors, nor do they include any information about self-
management strategies or self-efficacy to carry out the advice 
participants receive in the telephone interviews.  
 
There are a number of other deficiencies to the protocol – the power 
analysis to justify the proposed sample size is insufficiently detailed 
to assess its adequacy. No information is presented that suggests 
that the proposed sample size will provide adequate statistical power 
to study changes in the PUSH score.  
 
One reason that studies avoid using PrU area as the outcome is that 
when wounds are debrided, they typically show a significant 
increase in size before they begin to heal. Some of the larger studies 
that have used wound size have suggested that a wound that 
increases no more than 20% in total area would be considered as 
“no change.” No justification is provided for the 10% change that is 
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proposed and other recent studies have used different criteria (e.g., 
Baumann et al., 2013; Guihan et al., 2014).  
 
No information is provided on the appropriateness of using the 
PUSH tool to track PrU outcomes in SCI. No information is even 
provided about which version of the PUSH tool they propose to use. 
The PUSH tool (version 3.0) includes 3 equally weighted wound 
characteristics (size, exudate amount and tissue type). No 
information is presented about the appropriateness of using the 
PUSH tool to track outcomes in PrUs in SCI. Is the study using 
changes to the PUSH score or changes in total PrU area?  
 
No information on power is presented that supports cost as an 
outcome in a sample of 120 participants.  
 
No conceptual link is provided between the proposed intervention 
and some of the secondary outcomes and the intervention, e.g., 
quality of life, depression, participation. It is well-documented that 
people with serious ulcers require bedrest to facilitate healing. By 
definition, this tends to limits community participation. Bedrest and 
lack of community participation has been shown to have a negative 
impact on QoL and depression.  
Why are factors like PrU severity, depth, risk factors and 
undermining considered amenable to advice/education? Do the 
investigators have any previous work that can support this type of 
intervention?  
 
The lack of adequate skilled nursing care and access to necessary 
medical care (and equipment) almost certainly explains the 
extremely short life expectancies the authors describe in countries 
like Bangladesh for people with SCI and PrUs. However, insufficient 
information is provided about what kinds of usual care are typically 
available in a developing country - it seems as though the availability 
(or its lack) of any skilled nursing care provided in the home setting 
(as well as access to specialty mattresses, adequate diet, wound 
dressings, strategies for managing bowel and bladder incontinence) 
are likely to be the strongest predictors of whether the wound 
deteriorates. How useful will an advice/education intervention be if 
the participant is unable to implement it due to lack of resources or 
access to care?  
 
The Braden risk assessment is not a useful tool for assessing PrU 
risk in individuals with SCI, especially among people who already 
have a PrU. It has been demonstrated that everyone with SCI is high 
risk in the Braden, so I would expect that they will observe little to no 
variability in PrU risk in people with SCI using this tool.  
 
No information is provided about the content of the telephone 
intervention or how fidelity to the intervention will be assessed or 
tracked. In general, advice-giving has been seen as comparable to 
education. It is generally considered a very weak intervention that 
has shown no real impact on the high rates of PrU incidence or 
prevalence that have been reported.  
 
Relying on self-reported outcomes by potentially illiterate 
participants seems ill-advised. How will people who cannot easily 
visualize the wound be expected to report on the status of their 
wound? 
 
The reviewer also provided a marked copy with detailed comments. 
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Please contact the publisher for full information about it. 

 

REVIEWER Salah Rubayi 
Rancho Los Amigos National Rehabilitation Center, USA 

REVIEW RETURNED 05-May-2015 

 

GENERAL COMMENTS 1.pressure ulcer is a very devastating disease in the disabled 
population, the statement that this disease is mostly "seen in low 
and mid income countries" is not a accurate statement. When 
pressure ulcers are seen in the USA which is considered a High 
income advanced country, the main issue when developing pressure 
ulcers depend on the pre morbid and post morbid condition of the 
patient and of course there are other factors like the social 
economical factors. In these group of patients a telephone is not 
always available and even in the usa these patients may not be able 
to pay the monthly fee's for the telephone due to economical 
reasons, therefore the telephone is not the best way to communicate 
with these patients to prevent or heal pressure ulcers. the period of 
study which is 12 weeks is a very short period of time to see 
changes in the pressure ulcer stage 4, as we know from our daily life 
that stage 4 ulcer to heal needs all the wound management and 
pressure relief which sometime could take up to 6 months or longer. 
this is the situation we encounter in the U.S.A. despite there are 
nursing visiting these patients at home. 3. I am disappointed not see 
any reference or mentioning of the largest study done by the 
University of Southern California department of occupational therapy 
under the direction of Professor Dr. Clark which last for more than 
10 years and it was involved a large patient population as a control 
and non control group. the basic research program involved 
telephone, visiting nurse, supplying appliances to prevent pressure 
ulcers and financial support. 4. Telephone calls are not effective 
especially depending on the education of the patient to understand 
the intervention by phone 5. On page 8, line 49, I would like to see 
who will measure the size of the pressure ulcer and healing. 6. It is 
good to document of the progress of the ulcer healing by photo and 
showing an example for atleast 1 or 2 patients to show the decrease 
in the size of the ulcer. 7.it is worth to show evidence that telephone 
calls can help to heal or reduce the size of the pressure ulcer without 
any other physical intervention. 8. its a good project but it has many 
variables and difficult to control. thank you.  

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer(s)' Comments to Author:  

Diana Dorstyn  

Institution and Country School of Psychology  

Faculty of Health Sciences  

University of Adelaide  

Australia  

 

Comment: The paper meets an empirical gap in the SCI telerehabilitation literature and would be of 

interest to BMJ readers. Please let me suggest a few aspects that might help to enhance this 

manuscript. Title- Consider condensing. For example ‘Effectiveness of telephone-based support for 

treatment of pressure ulcers…..’ covers both treatment and cost-effectiveness  

Response: This suggestion has not been adopted. It is one of the recommendations by the 
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Consolidated Health Economic Evaluation Reporting Standards (CHEERS) guidelines to mention 

“Cost-effectiveness” in the title. In addition, most published studies with economic evaluation use the 

words “Cost-effectiveness” in the title to reflect the scope of the study.  

 

Comment: Introduction- References in the first paragraph, which list prevalence rates for pressure 

ulcers post injury, are outdated and should be replaced with more recent SCI data.  

Response: The suggestion has been adopted.  

 

Comment: Methods- Assignment of intervention. List details of the computer random allocation 

schedule (the program name or web source). This would be of interest to readers.  

Response: The suggestion has been adopted. The text now states:  

“A computer-generated random allocation schedule will be formulated prior to commencement of the 

study by an independent person located in Australia who is not involved in recruitment. The rand() 

function in Excel will be used to generate the schedule.[18]”  

 

18. Kim J, Shin W. How to do random allocation (randomization). Clin Orthop Surg. 2014;6:103-9.  

 

Comment: Intervention- Include discipline (nursing?) of clinicians administering the telephone support.  

Response: The suggestion has been adopted. The text now states:  

“…they will receive weekly telephone-based support over 12 weeks from an experienced nurse or 

physiotherapist who are trained in the management of pressure ulcers in people with SCI.”  

 

Comment: Outcome measures- Paragraph summarising the Secondary Outcomes can be condensed 

– i.e. do not need to list individual measures as these are subsequently discussed in detail in the text 

that follows.  

Response: The suggestion has been adopted. The paragraph summarizing the secondary outcomes 

has been deleted.  

 

Comment: Also, for standardised measures, provide consistent detail (i.e. if validity/reliability is 

mentioned for one measure, do this for all).  

Response: The suggestion has been adopted. We have now provided consistent details.  

 

Comment: The authors might also wish to consider calculating Cronbach alphas for each 

standardised measure (provided the final sample N suffices).  

Response: The suggestion has not been adopted. It is unusual to provide Cronbach alphas for 

outcome measures listed in trial protocols.  

 

Comment: The authors might also wish to consider adding… Cohen’s d effect sizes to determine the 

magnitude of treatment effects for each of the secondary outcomes.  

Response: This suggestion has not been adopted. We are not reporting treatment estimates as 

Cohen’s D because this methodology does not provide an indication of the clinical implications of any 

possible treatment effects. Instead, we are presenting the results of all outcomes in the raw units of 

the assessment tool in order to aid interpretation.  

 

Comment: Data analysis- Add detail in relation to the exact data imputation method (there are 

numerous options available, e.g. missing data for each measure might be substituted with the mean 

baseline score for that measure)  

Response: We have received further statistical advice on this issue and have changed the text 

accordingly. The text now states:  

“Missing data will not be imputed if less than 5% of data are missing. In case more than 5% of data 

are missing and the missing at random assumption seems plausible, then multiple imputation will be 

used to obtain estimates of effects.”  
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Reviewer(s)' Comments to Author:  

Marylou Guihan  

Institution and Country Spinal Cord Injury QUERI Research Coordinating Center, Center of Innovation 

for Complex Chronic Health Care (CINCCH),  

Edward Hines, Jr. VA Hospital, Hines IL USA  

 

Comment: This manuscript addresses an extremely important topic, however, as written, I would 

predict that this study will result in an under-powered study that will be unable to explain the variability 

they will likely find.  

Response: The reviewer may or may not be correct. We have however based our sample size 

calculations on the best available evidence.  

 

Comment: The manuscript indicates that the study itself does not have a DSMB (as they deemed the 

study intervention to be sufficiently low risk such that they would not have to develop or implement 

stopping rules). Since there is no DSMB, it is unclear whether the protocol can actually be changed 

before it is implemented?  

Response: This trial has commenced and we will not be making significant changes to the protocol.  

 

Comment: The manuscript seems to indicate that the study is already ongoing.  

Response: Yes, the study has commenced.  

 

Comment: The SCI PrU guideline published by the Consortium for Spinal Cord Medicine (2014) 

suggests that people with SCI must adopt certain behaviors in order to prevent PrUs and maintain 

skin health: daily skin inspection, pressure relief every 15 minutes, maintaining an adequate 

wheelchair cushion, avoiding alcohol/drug abuse and smoking, turning in bed at night and contacting 

a provider when new skin breakdown is noticed. The protocol does not include any information about 

participants’ adherence to recommended skin protective behaviors, nor do they include any 

information about self-management strategies or self-efficacy to carry out the advice participants 

receive in the telephone interviews.  

Response: We are not testing the participants’ adherence nor are we conducting an explanatory trial 

to explore how and if participants’ pick up and use the advice provided over the phone to self-manage 

their pressure ulcer. Instead, we are conducting a pragmatic trial where we are testing if 12 weeks 

telephone-based support can help people with pressure ulcers in LMIC where hospitals and 

community healthcare services are under-resourced and most people cannot afford to self-fund these 

services or access costly equipment.  

 

Comment: There are a number of other deficiencies to the protocol – the power analysis to justify the 

proposed sample size is insufficiently detailed to assess its adequacy.  

Response: We are not sure what other information we can provide. We have had high level statistical 

advice on this issue.  

 

Comment: No information is presented that suggests that the proposed sample size will provide 

adequate statistical power to study changes in the PUSH score.  

Response: The Pressure Ulcer Scale for Healing (PUSH) is a secondary outcome for the study. Very 

few study protocols or trials (including the reviewers) provide a power analysis for every secondary 

outcome.  

 

Comment: One reason that studies avoid using PrU area as the outcome is that when wounds are 

debrided, they typically show a significant increase in size before they begin to heal. Some of the 

larger studies that have used wound size have suggested that a wound that increases no more than 

20% in total area would be considered as “no change.”  
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Response: We agree with the reviewer’s comment that an increase in size sometimes indicates 

healing. However very few participants will have their wounds debrided because they do not have 

access to this level of healthcare. In the small chance that participants do have access to a healthcare 

professional who can debride their wounds, this access will be randomly distributed across both 

groups and will not systematically bias the results. The 20% criteria the reviewer refers to would be 

relevant if making a decision about an individual. However, it is not relevant for a mean between-

group difference.  

 

Comment: No justification is provided for the 10% change that is proposed and other recent studies 

have used different criteria (e.g., Baumann et al., 2013; Guihan et al., 2014).  

Response: It is difficult to scientifically justify decisions about minimally worthwhile treatment effects in 

clinical trials because they are dependent on so many different factors including the cost of the 

intervention, willingness and ability of a society to pay for the intervention, the risk of harm, the 

priorities of patients etc. [1] The most important issue with a clinical trial is that the minimally 

worthwhile treatment effect is pre-specified – which we have done. Readers are then free to interpret 

the results as they like.  

 

In addition, the two studies the reviewer mentions do not use the same primary outcome as we are 

using. Therefore their decisions about minimally worthwhile treatment effects are not relevant. In 

addition, these two studies are not referring to minimally worthwhile between-group differences. 

Instead, they are referring to minimally important differences. The distinction is important.[2]  

 

1. Barrett B, Brown D, Mundt M, et al. Sufficiently important difference: expanding the framework of 

clinical significance. Medical Decision Making 2005;25:250-61.  

2. Ferreira ML, Herbert RD, Ferreira PH, et al. A critical review of methods used to determine the 

smallest worthwhile effect of interventions for low back pain. J Clin Epidemiol 2012;65:253-61.  

 

Comment: No information is provided on the appropriateness of using the PUSH tool to track PrU 

outcomes in SCI.  

Response: The PUSH is a widely used tool for assessing healing of pressure ulcers in people with 

SCI. It is recommended as an outcome measure in many different national guidelines including The 

National Pressure Ulcer Advisory Panel, European Pressure Ulcers Advisory Panel and Pan Pacific 

Pressure Ulcers Guidelines.  

 

Comment: No information is even provided about which version of the PUSH tool they propose to 

use.  

Response: Version 3.0 will be used. These details have been added.  

 

Comment: The PUSH tool (version 3.0) includes 3 equally weighted wound characteristics (size, 

exudate amount and tissue type).No information is presented about the appropriateness of using the 

PUSH tool to track outcomes in PrUs in SCI. Is the study using changes to the PUSH score or 

changes in total PrU area?  

Response: Please see response to previous similar comment.  

 

Comment: No information on power is presented that supports cost as an outcome in a sample of 120 

participants.  

Response: Cost per se is not an outcome but is used in the calculation of incremental costs and 

incremental outcomes in the intervention compared with the control. In cost-effectiveness analyses, it 

is not usual to power RCTs for cost outcomes, and techniques used in the economic evaluation such 

as probabilistic bootstrapping take account of individual patient variation in costs.  

 

Comment: No conceptual link is provided between the proposed intervention and some of the 
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secondary outcomes and the intervention, e.g., quality of life, depression, participation.  

Response: We have added text to explain the conceptual link between pressure ulcers and the 

secondary outcomes such as depression, quality of life and participation. The text now states:  

“Pressure ulcers can also adversely affect quality of life, depression, anxiety, and other psychological 

disorders and can also limit a person’s ability to participate in meaningful community activities.”  

 

Comment: It is well-documented that people with serious ulcers require bedrest to facilitate healing. 

By definition, this tends to limits community participation. Bedrest and lack of community participation 

has been shown to have a negative impact on QoL and depression.  

Response: The reviewer thinks that bed rest may have a negative impact on QoL and depression. 

However, if pressure ulcer were healed quicker in the intervention group then it would be reasonable 

to expect a positive effect on these variables. If the reviewer is correct then this will be a worthwhile 

finding.  

 

Comment: Why are factors like PrU severity, depth, risk factors and undermining considered 

amenable to advice/education? Do the investigators have any previous work that can support this 

type of intervention?  

Response: We are testing the hypothesis that telephone-based support helps people in LMIC to 

manage their own pressure ulcers at home. If telephone-based support helps then it is reasonable to 

expect it to have an effect on these surrogate measures of pressure ulcer severity. Also, most of the 

National guidelines on pressure ulcer management recommend using these surrogates as a part of 

the assessment of pressure ulcers.  

 

Comment: The lack of adequate skilled nursing care and access to necessary medical care (and 

equipment) almost certainly explains the extremely short life expectancies the authors describe in 

countries like Bangladesh for people with SCI and PrUs. However, insufficient information is provided 

about what kinds of usual care are typically available in a developing country - it seems as though the 

availability (or its lack) of any skilled nursing care provided in the home setting (as well as access to 

specialty mattresses, adequate diet, wound dressings, strategies for managing bowel and bladder 

incontinence) are likely to be the strongest predictors of whether the wound deteriorates. How useful 

will an advice/education intervention be if the participant is unable to implement it due to lack of 

resources or access to care?  

Response: Of course lack of access to the types of services people with pressure ulcers in high 

income countries have access to will influence the incidence of pressure ulcers and the likelihood of 

pressure ulcers leading to death. However, the reviewer is not correct to second guess the results of 

this trial and to assume that some regular advice and support for people who have access to nothing 

won’t make a difference. In these settings there are often inexpensive substitutes to expensive 

interventions used in high income countries. However, often the problem is that patients are unaware 

of these substitutes and are not supported to try and heal their pressure ulcers.  

 

Comment: The Braden risk assessment is not a useful tool for assessing PrU risk in individuals with 

SCI, especially among people who already have a PrU. It has been demonstrated that everyone with 

SCI is high risk in the Braden, so I would expect that they will observe little to no variability in PrU risk 

in people with SCI using this tool.  

Response: The Braden risk assessment has been included to determine whether the telephone-

based support influences any of the factors commonly associated with high risk of pressure ulcers in 

people with SCI. It is reasonable to look and see if the intervention may reduce the risk factors even in 

people who already have PUs. The reviewer is correct that people with SCI tend to score highly on 

the Braden risk assessment scale. However, at issue is whether there is a between-group difference. 

Regardless, this is a secondary outcome only used to help explain the primary outcome.  

 

Comment: No information is provided about the content of the telephone intervention or how fidelity to 
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the intervention will be assessed or tracked.  

Response: The content of the telephone intervention is described in the text. It states:  

“The telephone-based support will be equivalent to 15 to 25 minutes per week. The clinicians 

providing the telephone-based support will be formally trained in pressure ulcer management in 

Australia and India, or Bangladesh as appropriate. Each time clinicians ring participants, they will 

reinforce self-help strategies important for managing pressure ulcers, minimising psychological 

distress and enhancing engagement with life. Specifically, participants and their families will receive 

education and advice about appropriate seating, bed overlays, cushions, diet, nutrition, wound care 

and self-care activities. The clinicians will also advise participants about when to seek further medical 

or nursing attention, how to relieve pressure and when to take bed rest as well as advice on any other 

related issues which may be contributing to the pressure ulcer (e.g., bladder or bowel incontinence, 

spasticity, depression). Participants will be given goals for each week that will be reviewed, monitored 

and updated. For example, a goal might include staying on strict bed-rest for the next week.”  

 

The fidelity of the intervention is being maintained by:  

“The two clinicians will contact each other once every month to coordinate and monitor the advice 

they are providing. In addition, a specialist nurse skilled in pressure management from Australia will 

provide ongoing support and advice by telephone or in person to the two clinicians.”  

 

Comment: In general, advice-giving has been seen as comparable to education. It is generally 

considered a very weak intervention that has shown no real impact on the high rates of PrU incidence 

or prevalence that have been reported.  

Response: The reviewer clearly does not believe that the intervention will be effective. She may or 

may not be correct. However, it is not reasonable to compare the situation in LIMC with the situation 

in the USA. Regardless, at issue is whether the research question is or is not reasonable. We have 

hypothesised that in LMIC where people with pressure ulcer have no (or very little) access to 

healthcare, a little bit of advice and support may go a long way. We believe that our research question 

is appropriate.  

 

Comment: No information is provided about ….. fidelity to the intervention will be assessed or tracked  

Response: Please see response to previous similar comments.  

 

Comment: Relying on self-reported outcomes by potentially illiterate participants seems ill-advised.  

Response: All the questionnaires will be administered by interview by an assessor. Illiteracy levels are 

irrelevant.  

 

Comment: How will people who cannot easily visualize the wound be expected to report on the status 

of their wound?  

Response: People with pressure ulcers often have a good understanding of the status of their 

wounds. We think it is reasonable to include a patient-rated outcome about treatment effectiveness as 

a secondary outcome.  

 

Reviewer(s)' Comments to Author:  

Salah Rubayi, MD FACS  

Rancho Los Amigos National Rehabilitation Center, USA  

 

Comment: Pressure ulcer is a very devastating disease in the disabled population, the statement that 

this disease is mostly "seen in low and mid income countries" is not an accurate statement.  

Response: We are not clear what text the reviewer is referring to that implies that pressure ulcers are 

not also common in high income countries. We have stated:  

“It is estimated that pressure ulcers are responsible for approximately 8 per cent of deaths in people 

with SCI in high-income countries. This figure is probably much higher in low- and middle-income 
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countries (LMIC).”  

 

Comment: When pressure ulcers are seen in the USA which is considered a High income advanced 

country, the main issue when developing pressure ulcers depend on the pre morbid and post morbid 

condition of the patient and of course there are other factors like the social economical factors.  

Response: We agree with the reviewer but at issue with our trial is whether telephone-based support 

helps people in LMIC manage their pressure ulcers.  

 

Comment: In these group of patients a telephone is not always available and even in the USA these 

patients may not be able to pay the monthly fee's for the telephone due to economic reasons, 

therefore the telephone is not the best way to communicate with these patients to prevent or heal 

pressure ulcers.  

Response: Mobile phones are widely available and used in India and Bangladesh. India has over 

800m people using mobiles phones and Bangladesh has one of the highest mobile phone coverages 

in the world. These rates of mobile phone usage will no doubt increase over coming years. In 

addition, one of our studies on this very issue shows that over 90% of patients going through a SCI 

unit in Bangladesh have access to mobile phones even if not their own. Regardless, our inclusion 

criteria are restricted to people with access to a phone.  

 

Comment: The period of study which is 12 weeks is a very short period of time to see changes in the 

pressure ulcer stage 4, as we know from our daily life that stage 4 ulcer to heal needs all the wound 

management and pressure relief which sometime could take up to 6 months or longer.  

Response: We are not trying to heal PUs in 12 weeks. We are looking at the size of pressure ulcers to 

indicate the effects of regular advice.  

 

Comment: This is the situation we encounter in the U.S.A. despite there are nursing visiting these 

patients at home.  

Response: The situation in the USA is very different to the situation in LMIC.  

 

Comment: I am disappointed not see any reference or mentioning of the largest study done by the 

University of Southern California department of occupational therapy under the direction of Professor 

Dr. Clark which last for more than 10 years and it was involved a large patient population as a control 

and non control group. The basic research program involved telephone, visiting nurse, supplying 

appliances to prevent pressure ulcers and financial support.  

Response: The suggestion has been adopted. We have cited the reference in the revised protocol 

manuscript.  

 

Comment: Telephone calls are not effective especially depending on the education of the patient to 

understand the intervention by phone.  

Response: We are not sure how the reviewer can be so sure that telephone-based support is not 

effective. It may not be effective in the USA but in low income countries where patients have very 

little, it may be effective (and better than nothing).  

 

Comment: On page 8, line 49, I would like to see who will measure the size of the pressure ulcer and 

healing.  

Response: The suggestion has been adopted. A nurse will be measuring the pressure ulcers. This 

has been added to the revised protocol manuscript. The text now states:  

“All assessments will be conducted at the beginning and end of the 12-week study period by 

independent, trained nurse. The nurse is blinded to the intervention”  

 

Comment: It is good to document of the progress of the ulcer healing by photo and showing an 

example for at least 1 or 2 patients to show the decrease in the size of the ulcer.  
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Response: We may adopt this suggestion and take photos of a few of the pressure ulcers to show as 

examples in our final manuscript.  

 

Comment: It is worth to show evidence that telephone calls can help to heal or reduce the size of the 

pressure ulcer without any other physical intervention.  

Response: We agree that our research question is valid.  

 

Comment: Its a good project but it has many variables and difficult to control. thank you.  

Response: The reviewer appears to be concerned that there will be a lot of noise in the data. This 

may or may not be the case but the trial will be one of the largest non-pharmaceutical trials of people 

with SCI from a LMIC. 

 

VERSION 2 – REVIEW 

REVIEWER Salah Rubayi 
Rancho Los Amigos National Rehabilitation Center, Downey, CA., 
U.S.A. 

REVIEW RETURNED 02-Jul-2015 

 

GENERAL COMMENTS Still I believe that a telephone call is not enough to help healing the 
pressure ulcer, as so many factors are involved in the healing, in 
addition, we need to mention about complications of pressure ulcer 
and this should be counted as it will interfere with the healing.  
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