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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) The BMEA Study: The impact of meridian balanced method electro-
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Haradsdottir, Erna; Fallon, Marie 

 

VERSION 1 - REVIEW 

REVIEWER Ying Cheong 
University of Southampton 

REVIEW RETURNED 05-Jun-2015 

 

GENERAL COMMENTS This paper aims to examine the role of meridian balance method 
electro acupuncture treatment vs traditional medicine health consult 
vs traditional western medicine care for women with chronic pelvic 
pain. It is designed as a pilot study to determine recruitment and 
retention. The study is really designed to gauge feasibility and this 
should be stated.  
The study question is an interesting one, and I believe one that will 
generate some discussion. One of the main criticism of the paper 
would be this - the basis of the treatment is TCM orientated, i.e., the 
acupuncture points are not standardised, which fits in with the TCM 
ethos of individualising care. The outcome measures however are 
not TCM based. This needs at the least be identified and discussed, 
similar to how the authors discuss the issue around the use of 
placebo needles. The authors need to better define the meaning of 
'session', do they consist the same treating physician, the same 
amount of time, the same environment? if not this needs to be better 
explained and justified. Many TCM practices includes herbal 
treatment as part of the treatment. Will this be included or excluded? 
The patient's acceptance or belief of TCM is likely to have a 
significant role to play in the outcome. Will this be measured and 
how? Overall, I congratulate the authors for piloting this feasibility 
study, a study long overdue and needed. The authors may wish to 
refer to MacPherson H, Altman DG, Hammerschlag R, Youping L, 
Taixiang W, White A, et al. Revised STandards for Reporting 
Interventions in Clinical Trials of Acupuncture (STRICTA): Extending 
the CONSORT statement. Journal of Evidence-Based Medicine 
2010;3(3):140-55, or any newer version of this recommendation.   

 

REVIEWER Zhen Zheng 
School of Health Sciences  
RMIT University, Victoria  
Australia 
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REVIEW RETURNED 06-Aug-2015 

 

GENERAL COMMENTS General comments  

This manuscript describes a trial protocol of meridian balanced 

acupuncture for chronic pelvic pain in women. This trial has its novity 

given currently no RCT having examined this form of acupuncture 

practice. The information provided is however unsatisfactory and 

some parts of the CONSORT statement and STRICTA are not met.   

Title  

The inclusion of the qualitative study is not reflected in the title.  

Introduction  

There is very little information about meridian balanced acupuncture 

in this section. Are there any clinical studies, such as case reports or 

uncontrolled studies, supporting the use of this therapy for pain?  

Furthermore please provide evidence supporting the combined use 

of electroacupuncture and meridian balanced method. The evidence 

cited in the manuscript is about acupuncture in general, but not 

specific to this form of acupuncture. Some of the information in 

Discussion should be in this section.  

Methods 

Please check STRICTA (http://www.stricta.info/) for how to report 

acupuncture intervention in RCT.   

Page 4: please list the manufacturer of the EA machine   

Interventions: Please provide detailed information about standard 

care and TCM health consult. Some information is in the Discussion, 

and should be presented here. Will the standard care be 

standardised in the study? How will the researchers ensure the 

delivery of all three interventions is to the requirements of the 

protocol? How acupuncture points will be chosen? Are there 

standard points in this form of acupuncture for chronic pelvic pain or 

each patient will have a different set of points depending on their 

response?  

Sample Size: explain how was it calculated?  What does this mean: 

“Percentage rate of recruitment and retention to within a standard 

error of at most at 10%?  

Randomisation: describe it more clearly;  

PI: It says that PI has many years of experience of acupuncture 

treatment. Does PI have sufficient experience in meridian balanced 

acupuncture?  

Page 8, line 4:  a “set” of questionnaires  

Measurement of pain: will pain be measured once during the 
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baseline? Will it be “pain at moment” or “Worst pain in the last 24 

hours” or “average pain in the last 24 hours”? Chronic pain 

fluctuates from day to day and hour to hour. The data will be more 

reliable if pain is measured for one week or more.  

Page 10, line 56: what types of “associated symptoms” will be 

measured? 

Data analysis: No information is provided on data analysis. What 

types of statistical analysis methods will be used to analyse different 

quantitative data? How will the researchers analyse data from the 

focus group interviews and reflective notes?  

Discussion  

Information about meridian balanced method and various 

interventions should be in Introduction and Methods, respectively.  

Make it clear if the focus group will invite all participants, including 

those who withdraw from the study? How will researchers manage 

to get those participants back to study? 

Page 14, line 15, what is “breath work”?  

What the self-care advice will be like? If self-care is included in the 

Chinese medicine consultation, then the effect is more than just 

contextual. Self-care advice is actually an intervention.  

 

VERSION 1 – AUTHOR RESPONSE 

Comments by Reviewer 1 

1. Comment by reviewer:  

This paper aims to examine the role of meridian balance method electro acupuncture 

treatment vs traditional medicine health consult vs traditional western medicine care for 

women with chronic pelvic pain. It is designed as a pilot study to determine recruitment and 

retention. The study is really designed to gauge feasibility and this should be stated. 

 

Our response: It is now stated in the “Strengths and limitations of this study” 

“The study is designed to assess the practical feasibility”. 

 

2. Comment by reviewer: The outcome measures however are not TCM based. This needs at 

the least be identified and discussed . 

 

We have changed the manuscript in the “Discussion” section to reflect this as follows :  “In 

assessing the outcome of the interventions, we have chosen validated assessment tools rather 

than using TCM outcome measures.  This is because there are no standardised or validated 

TCM outcome measures.  Arguably,  western validated questionnaires might be more 
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meaningful within a biomedical setting than TCM outcome measures”  

 

3. Comment by reviewer: The authors need to better define the meaning of 'session', do they 

consist the same treating physician, the same amount of time, the same environment? if not 

this needs to be better explained and justified. 

 

We have changed the manuscript under “Methods and Analysis --- Delivery of intervention in 

Groups 1 and 2” to reflect this as follows:  

“ The PI (OTC) will deliver all eight BMEA + TCM HC interventions for Group 1 and TCM HC 

for Group 2 within the same setting in NHS Lothian.  The first intervention for both Groups will 

last approximately 60 minutes.  Subsequent 7 interventions for both groups will last no longer 

than 40 minutes.  All participants will receive twice weekly interventions for 4 weeks.” 

 

4. Comment by reviewer: Many TCM practices includes herbal treatment as part of the 

treatment. Will this be included or excluded? 

Under “Delivery of intervention in Groups 1 and 2: TCM HC (Groups 1 and 2), we have 

added: “No herbal medicine therapy will be prescribed”.  

 

5. Comment by reviewer: The patient's acceptance or belief of TCM is likely to have a significant 

role to play in the outcome. Will this be measured and how? 

Thank you.  This is a good point.  This will not be measured in this pilot study, but would 

definitely consider adding this to the next trial. However, the focus group discussions are 

expected to provide some information on belief in TCM.  

 

Comments by Reviewer 2 

1. Comment by reviewer: The information provided is however unsatisfactory and some parts of 

the CONSORT statement and STRICTA are not met. 

Our response: We have changed the manuscript to reflect this as follows : 

 “Delivery of intervention in Groups 1 and 2 

The following descriptions of our study interventions adhered to guidelines in the “Revised 

Standards for Reporting Interventions in Clinical Trial of Acupuncture (STRICTA): Extending 

the CONSORT Statement”. (29) 

 

There is now a step-by-step description of the meridian balance acupuncture style and how 

acupuncture points are selected for treatment.  
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2. Comment by reviewer:  Title The inclusion of the qualitative study is not reflected in the title. 

Our response: We have now changed the title to reflect this as follows: 

“The BMEA Study: The impact of meridian balanced method electro-acupuncture on women 

with chronic pelvic pain: a three-arm randomised controlled pilot study using a mixed methods 

approach.” 

 

3. Comment by reviewer:  Introduction: There is very little information about meridian balanced 

acupuncture in this section. Are there any clinical studies, such as case reports or 

uncontrolled studies, supporting the use of this therapy for pain? Furthermore please provide 

evidence supporting the combined use of electroacupuncture and meridian balanced method. 

The evidence cited in the manuscript is about acupuncture in general, but not specific to this 

form of acupuncture. Some of the information in Discussion should be in this section. 

 

Our Response: We have amended the text extensively.  A detailed description of the meridian 

Balanced Method (BM) is outlined in the Introduction.  It describes the Five Systems, the 

Image and Mirror Methods and acupuncture points selection.  

 

Our study is the first to use the meridian balanced method to investigate if it is effective for 

chronic pelvic pain.  There are published case studies on meridian balanced method 

acupuncture.  I refer the reviewer to Dr. Richard Tan’s Books: Twelve by Twelve in 

Acupuncture; Dr. Tan’s Strategy of Twelve Magical Points.   However, there is no evidence to 

support the combined use of electro-stimulation and this method.   This is partly why we are 

doing a pilot study. 

 

 

4. Comment by reviewer Methods: Please check STRICT (http://www.stricta.info/) for how to 

report acupuncture intervention in RCT. Page 4: please list the manufacturer of the EA 

machine 

Our Response:   

Extensive revisions have been made in the Methods Section: Step by step delivery of 

interventions following guidelines in the “Revised Standards for Reporting Interventions in 

Clinical Trial of Acupuncture (STRICTA): Extending the CONSORT Statement”. (29) See 

“Delivery of interventions in Groups 1 and 2”.  

Name of EA manufacturer is listed under “Step 4: Connecting the battery operated AS 

SUPER 4 digital stimulator to the acupuncture needles” 

 

Comment by reviewer:  Interventions: Please provide detailed information about standard 

care and TCM health consult. Some information is in the Discussion, and should be 
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presented here. Will the standard care be standardised in the study? How will the researchers 

ensure the delivery of all three interventions is to the requirements of the protocol? How 

acupuncture points will be chosen? Are there standard points in this form of acupuncture for 

chronic pelvic pain or each patient will have a different set of points depending on their 

response?  

 

  

Our Response:  Extensive revisions have been made.  Detailed information about standard 

care and TCM health consult are outlined in TCM HC (Groups 1 and 2): Individualised 

Traditional Chinese Medicine Health Consultation. See “Group 3-Standard Care:  Standard 

care as delivered by the Pelvic Pain Service is  outlined here.   

See Delivery of intervention in Groups 1 and 2, paragraph 2: “With permission from the 

participants, all interventions in Groups 1 and 2 will be audiotaped to ensure standardisation 

of procedures and techniques.” 

 

Point selections are made following the 3 steps outlined in “Delivery of intervention in Groups 

1 and 2, under “Individualised and systematic acupuncture point selections”. 

 

5. Comment by reviewer: Sample Size: explain how was it calculated? What does this mean: 

“Percentage rate of recruitment and retention to within a standard error of at most at 10%? 

 

Our Response and explanation: 

In a pilot study, the primary aim is to estimate with reasonable precision the rates of outcomes 

such as recruitment and retention, and aiming for a standard error of 10% for these is 

conventional.  The formula for a sample size of n gives: 

Standard error = square root of p x (1-p)/n 

where p is the probability of an outcome, and the value of p x (1-p) is at most 0.25 when 

p=0.5 and somewhat less otherwise.   This gives 0.09 when n=30, thus suggesting that 

sample size as a reasonable one for a pilot study.  

  

6. Comment by reviewer: Randomisation: describe it more clearly; 

Our Response: Detailed Randomisation Procedure described as follows: 

We will use an envelope randomisation system created by our statistician.  There will be 30 

sealed envelopes: 10 meridian BMEA + TCM HC (Group 1), 10 TCM HC (Group 2) and 10 
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SC (Group 3).  The envelopes are randomly assigned a number from 1-30. At the start of the 

study, the first participant who passes the screening will receive envelope number 1; and the 

second will receive the envelope number 2 and so on.  The envelope will be opened in front 

of the participant by a member of the research team who screens the participant.   If 

randomised into either Groups 1 or 2, the participant will receive the appropriate treatment on 

the same day.  If randomised into Group 3, the participant will be instructed to continue the 

NHS chronic pelvic pain clinic standard care.  There will be no stratification. 

 

7. Comment by reviewer: PI: It says that PI has many years of experience of acupuncture 

treatment. Does PI have sufficient experience in meridian balanced acupuncture? 

 

Our Response: Information provided and amended as follows; 

  Practitioner Information 

The PI (OTC) completed 2196 hours of acupuncture training and obtained a Masters of 

Science Degree in Acupuncture at an accredited school in New York City, USA.  She is 

trained in four styles of acupuncture: traditional Chinese medicine, Kiiko Matsumoto Japanese 

style, Five Element and the meridian balanced method.   She studied electro-acupuncture as 

part of her acupuncture training and at the British Medical Acupuncture Society (BMAS).  She 

has over 10 years of experience using Five Element acupuncture to address psycho-

emotional issues and the meridian balanced method acupuncture for pain management in 

hospital settings such as the New York University Cancer Institute and Royal Infirmary of 

Edinburgh, UK.  She is a Professional Registered Nurse, a National Board Certified 

Acupuncturist and Chinese medicine herbalist in New York State, USA.  She is also 

Professional Registered Nurse in the United Kingdom.    

 

8. Comment by reviewer: Page 8, line 4: a “set” of questionnaires 

Our Response:  Amended. 

 

9. Comment by reviewer: Response: Pain measured at baseline: Average this week (VAS scale) 

from day to day and hour to hour. The data will be more reliable if pain is measured for one 

week or more. 

 

Our Response: Thank you. This is a good point. For this pilot study we ask participants their 

average pain level over the week. (see below re daily fluctuation in chronic pelvic pain).  

 

10. Comment by reviewer: Measurement of pain: will pain be measured once during the 

baseline? Will it be “pain at moment” or “Worst pain in the last 24 hours” or “average pain in 
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the last 24 hours”? Chronic pain fluctuates 

 

Our Response:  

At baseline pain is measured using the VAS scale.  Participant is asked what the average 

pain level was in the last week.  We ask the average over the last week because chronic 

pelvic pain levels can vary enormously on a day to day basis.  Additionally, participants are 

asked the same question when they come in for their twice weekly interventions.  This is 

recorded in their CRFs.  

 

11. Comment by reviewer:  Comment by reviewer: Page 10, line 56: what types of “associated 

symptoms” will be measured? 

 

Our Response:  Text amended as follows:  

 Outcomes will be measured by reductions in pain and associated symptoms such as sleep 

disturbances, anxiety or depression, that are covered in the questionnaires 

 

12. Comment by reviewer:  Data analysis: No information is provided on data analysis. What 

types of statistical analysis methods will be used to analyse different quantitative data? How 

will the researchers analyse data from the focus group interviews and reflective notes? 

 

Our Response:  New text has been added as follows:  

“Confidence intervals will be calculated for the estimates of rates of recruitment, retention 

and unanswered questions.   The study is not powered to allow comparisons between the 

randomised groups, and outcomes in each group 

Data from the focus groups will be analysed thematically. Thematic analysis aims to highlight 

and record patterns or themes within a set of data.  Such themes capture a certain 

phenomenon and could be related to the specific research questions or shed light on a 

specific salient event.  Thematic analysis is commonly used in analysis in qualitative 

research. “ 

 

13. Comment by reviewer:  Discussion: Information about meridian balanced method and various 

interventions should be in Introduction and Methods, respectively. 

Our Response:  Manuscript is revised accordingly.  In the Introduction section, there are 

detailed descriptions of meridian balanced method acupuncture. 

 

14. Comment by reviewer:  Make it clear if the focus group will invite all participants, including 

those who withdraw from the study? How will researchers manage to get those participants 

back to study? 
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Our Response: New text has been added to reflect the changes: 

 Three focus group discussions will be conducted after questionnaires in week twelve are 

completed.  All participants from the Groups 1, 2 and 3 will be sent a letter of invitation to the 

focus group discussions.   To ensure a high turnout, a week before the designated date of the 

respective focus group discussions, a member of the research team will contact each 

participant to encourage them to attend.   

 

15. Comment by reviewer:  Page 14, line 15, what is “breath work”? 

 

Our response: We have clarified “breath work” as follows: Breath work has been altered to 

breathing techniques: “Breathing techniques involve getting the participant to focus her 

attention on each breath in and out.”    

  

16. Comment by reviewer:  What the self-care advice will be like? If self-care is included in the 

Chinese medicine consultation, then the effect is more than just contextual. Self-care advice 

is actually an intervention. 

 

Our Response: Thank you.  Groups 1 and 2 will receive the same TCM HC approach and 

advice given based on their changing health needs.    

  

 

VERSION 2 – REVIEW 

REVIEWER Dr Zhen Zheng 
RMIT University 

REVIEW RETURNED 29-Sep-2015 

 

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