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VERSION 1 - REVIEW 

REVIEWER Dr. Parvaz Madadi 
Canada 

REVIEW RETURNED 19-Feb-2016 

 

GENERAL COMMENTS The goal of this work - to generate a model and recommendations 
for the implementation of point-of-care diagnostics in rural South 
African clinics – is important. The following clarifications would be 
helpful.  
1. What is the overarching hypothesis and objective linking all of 
these five sub-studies together? The authors present six different 
hypothesis, objectives, and outcome measures under the banner of 
one large single study. It appears to be that objective 6 might be the 
overarching objective, but the authors should re-frame accordingly 
so the concept that this is one single study, and not 6(!), is more 
clear.  
2. Since there are so many components to this study, a time-line of 
milestones for each study would be very helpful. Specifically, in 
relation to each other, when will each study start, data collected, 
data analyzed, etc?  
3. ABSTRACT: Since patient perceptions and experiences will not 
be collected, I do not think the authors should state that this study 
“includes all key stakeholders of POC diagnostics.”  
4. Question A1 of the survey asks about the number of health-care 
professionals in a clinic (nurses, doctors, sisters, others etc). Will the 
survey be circulated to all health care professionals in the clinic, or 
will a chosen person provide responses on behalf of the whole 
clinic? If so, who would this chosen person be? Please clarify.  
5. Why are section E and F in the survey called “POCTs used for 
HIV and maternal health?” It appears maternal health alone would 
suffice as the questions are not oriented around HIV specifically. 
Also, I am surprised the authors did not include CD4 counts in the 
survey. Please clarify.  
6. What steps will the authors take in the event a POC test does not 
correlate with the laboratory results (i.e. false positive or false 
negative)? Will the clinic be informed/patients notified?  

 

REVIEWER David Ellard, Prinicipal Research Fellow 
Warwick Clinical Trials Unit, Division of Health Sciences, Warwick 
Medical School,  
The University of Warwick,  
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Coventry, CV4 8UW  
UK 

REVIEW RETURNED 11-Mar-2016 

 

GENERAL COMMENTS Evaluating the accessibility and utility of HIV-related point-of-care 
diagnostics for maternal health in rural South Africa: a study protocol  
Thank you for inviting me to review this interesting protocol.  
The aim of the study being proposed in the protocol is to evaluate, in 
a real-world low-resource setting, Point-of-care diagnostics (POC) 
technologies with the hope that these new technologies will impact 
in a positive way on health outcomes.  
Introduction  
Authors provide an overview of the area and a rationale for the 
study. It would be useful to see the specific aims and objectives at 
the end of the section (currently paraphrased).  
Methods  
Generally well described but do notice that there can be repetition in 
reporting analysis. Maybe better just to have the analysis section 
and not have analysis in the individual methods.  
I note and applaud the use of qualitative methods to help provide a 
holistic evaluation but do have a question about the approach being 
proposed. The authors state they are using a grounded theory 
approach – is this appropriate to answer the questions posed? 
Grounded theory is about generating a theory – is this what the 
authors are proposing? One assumes (as it is not clear in the 
protocol) that the interviews will be semi-structured which does not 
sit well within grounded theory. I would suggest that the plan is more 
a ‘framework’ approach which is a form of thematic analysis.  
Overall  
Generally well thought out and written. Table outlining the study is 
useful.  
I have noted a number of typographical a grammatical errors which 
will need updating. E.g. page 11. Limitations second paragraph 
‘tense’ appears incorrect.  
References appear to be centre justified.  
Thank you again for inviting me to review this interesting article I 
wish the authors well with their work. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer: 1  

 

Reviewer’s comment: What is the overarching hypothesis and objective linking all of these five sub-

studies together? The authors present six different hypothesis, objectives, and outcome measures 

under the banner of one large single study. It appears to be that objective 6 might be the overarching 

objective, but the authors should re-frame accordingly so the concept that this is one single study, and 

not 6(!), is more clear.  

Manuscript Revisions: We added the following sentences in the introduction section (Page 4, line 8-

21). “The overarching aim of this study is to evaluate the accessibility, availability and utility of POC 

diagnostic services for in rural Primary Healthcare clinics in South Africa in order to develop an ideal 

model framework and recommendations for improved implementation of POC diagnostics in these 

settings. The following objectives will be outlined in order to address the aim of the study: First, to 

investigate the typology, supply chain POC diagnostics in rural PHC clinics in South Africa; Second, 

to investigate the deficiencies and their causes for POC diagnostics in rural PHC clinics in South 

Africa; Third, to investigate the quality management systems emplaced to ensure reliability of the HIV-

related POC diagnostics for maternal health in their current setting; Fourth, to determine the impact of 

 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-2016-011155 on 27 June 2016. D

ow
nloaded from

 

http://bmjopen.bmj.com/


HIV-related POC diagnostics on maternal mortality using an interrupted time series study; Fifth, to 

evaluate whether introduction POC diagnostics into algorithms for diagnosing maternal patients, 

improves maternal health for HIV infected women using a systematic review and finally to develop a 

model framework and recommendations for improved implementation of POC diagnostics on SA rural 

PHCs”.  

 

Reviewer’s comment: Since there are so many components to this study, a time-line of milestones for 

each study would be very helpful. Specifically, in relation to each other, when will each study start, 

data collected, data analyzed, etc?  

Manuscript Revisions: We have added the timeline section (page 12, line 4-5). Below is a table 

showing the study time line for each of the study objectives. This table has been included as an 

additional table in the revised manuscript.  

Table 4 : Study time-line  

Objectives Data collection Data entry and cleaning Data analysis Reporting  

Objective 1 April to August 2015 September 2015 to March 2016 March 2016 to April 2016 May 2016  

Objective 2 October to December 2015 January 2016 to March 2016 April 2016 July 2016  

Objective 3 November to December 2015 December 2015 to January 2016 February to March 2016 

May 2016  

Objective 4 April 2015 to April 2016 May to June 2016 July 2016 September 2016  

Objective 5 October 2015 November 2015 December 2015 to February 2016 March 2016  

Objective 6 May 2016 June 2016 July 2016 October 2016  

 

Reviewer’s comment: ABSTRACT: Since patient perceptions and experiences will not be collected, I 

do not think the authors should state that this study “includes all key stakeholders of POC 

diagnostics.”  

Manuscript Revisions: This has been revised to “with relevant key stakeholders” in the revised 

manuscript. Key stakeholders will include point-of-care (POC) test developers, POC users, public 

health officials, Primary Healthcare clinic managers, (Page 2, line 15 and 30; Page 13, line 16-17).  

 

Reviewer’s comment: Question A1 of the survey asks about the number of health-care professionals 

in a clinic (nurses, doctors, sisters, others etc). Will the survey be circulated to all health care 

professionals in the clinic, or will a chosen person provide responses on behalf of the whole clinic? If 

so, who would this chosen person be? Please clarify.  

Manuscript Revisions: We added the following sentences in the methodology section (Page 9, line 3-

4) “PHC clinic healthcare professionals responsible for the POC diagnostic services in the clinic will 

be requested to participate in the survey”.  

 

Reviewer’s comment: Why are section E and F in the survey called “POCTs used for HIV and 

maternal health?” It appears maternal health alone would suffice as the questions are not oriented 

around HIV specifically. Also, I am surprised the authors did not include CD4 counts in the survey. 

Please clarify.  

Manuscript Revisions: We agree with the reviewer with regards to the use of both POCTs used for 

HIV and maternal health, this section was amended after piloting of the survey, a revised survey 

questionnaire was used for data collection has been submitted with the revised manuscript and 

uploaded as a separate document.  

Regarding addition of the CD4 count test in the survey, authors are aware that there is a large 

number of emerging HIV and maternal health-related tests for use at point of care including CD4 

count test. Due to the size restrictions on the survey not all of the above tests were included in the 

survey. However, the survey will include a section that allows the respondent to add tests which they 

are using in the clinic but not included in the study survey.  

 

Reviewer’s comment: What steps will the authors take in the event a POC test does not correlate with 
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the laboratory results (i.e. false positive or false negative)? Will the clinic be informed/patients 

notified?  

Manuscript Revisions: We added the following sentences in the ethics and dissemination section 

(page 11, line 17-19). All discordant HIV test results will be reported to the clinic, relevant clinic staff 

will recall the patients involved for second sample collection and retest by the laboratory.  

 

Reviewer: 2  

 

Reviewer’s comment:  

Introduction  

Authors provide an overview of the area and a rationale for the study. It would be useful to see the 

specific aims and objectives at the end of the section (currently paraphrased).  

Manuscript Revisions: We added the following sentences in the introduction section (Page 4 and line 

8-21). “The overarching aim of this study is to evaluate the accessibility, availability and utility of POC 

diagnostic services for in rural Primary Healthcare clinics in South Africa in order to develop an ideal 

model framework and recommendations for improved implementation of POC diagnostics in these 

settings. The following objectives will be outlined in order to address the aim of the study: First, to 

investigate the typology, supply chain POC diagnostics in rural PHC clinics in South Africa; Second, 

to investigate the deficiencies and their causes for POC diagnostics in rural PHC clinics in South 

Africa; Third, to investigate the quality management systems emplaced to ensure reliability of the HIV-

related POC diagnostics for maternal health in their current setting; Fourth, to determine the impact of 

HIV-related POC diagnostics on maternal mortality using an interrupted time series study; Fifth, to 

evaluate whether introduction POC diagnostics into algorithms for diagnosing maternal patients, 

improves maternal health for HIV infected women using a systematic review and finally to develop a 

model framework and recommendations for improved implementation of POC diagnostics on SA rural 

PHCs”.  

 

Reviewer’s comment:  

Methods  

Generally well described but do notice that there can be repetition in reporting analysis. Maybe better 

just to have the analysis section and not have analysis in the individual methods.  

Manuscript Revisions: The manuscript has been revised in response to the reviewer’s comment 

(Page 13 line 23-33).  

 

Reviewer’s comment: I note and applaud the use of qualitative methods to help provide a holistic 

evaluation but do have a question about the approach being proposed. The authors state they are 

using a grounded theory approach – is this appropriate to answer the questions posed? Grounded 

theory is about generating a theory – is this what the authors are proposing? One assumes (as it is 

not clear in the protocol) that the interviews will be semi-structured which does not sit well within 

grounded theory. I would suggest that the plan is more a ‘framework’ approach which is a form of 

thematic analysis.  

Manuscript Revisions: We added the following sentences in the analysis section (Page 13, line 9-14) 

“Thematic content analyses will be performed to identify patterns of POC diagnostic key utility areas 

and deficiencies from respondent’s interviews, using NVIVO software. First, participants’ responses 

will be coded into categories which were then grouped into themes”.  

 

Reviewer’s comment: I have noted a number of typographical a grammatical errors which will need 

updating. E.g. page 11. Limitations second paragraph ‘tense’ appears incorrect.  

Manuscript Revisions: The manuscript has been revised in response to the reviewer’s comment 

(Page 14, line 16).  

 

Reviewer’s comment: References appear to be centre justified.  
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Manuscript Revisions: The authors have reformatted the references to be left justified. (Page 17, line 

32). 

VERSION 2 – REVIEW 

REVIEWER Parvaz Madadi 
Canada 

REVIEW RETURNED 20-Apr-2016 

 

GENERAL COMMENTS The authors have adequately addressed my comments. I have no 
further revisions. All the best in conducting this study. 

 

REVIEWER David Ellard 
The University of Warwick  
United Kigdom 

REVIEW RETURNED 06-Apr-2016 

 

GENERAL COMMENTS I thank the authors for considering our comments and adjusting the 
manuscript. I think they now have a much clearer protocol. I think 
this is an ambitious project and the team will have to work very hard 
to get to the end. I wish them well with this.  
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