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VERSION 1 - REVIEW 

REVIEWER Hon KL 
The Chinese University of Hong Kong  
Hong Kong 
I have written and researched on traditional Chinese medicine for 
eczema. 

REVIEW RETURNED 01-Oct-2013 

 

GENERAL COMMENTS TCHM (Traditional Chinese herbal medicine) or eczema has been 
extensively researched and reported by a number of researchers 
over the past 20 years of so.  
 
Although therapeutic efficacy has been claimed by some, many 
TCM practitioners expressed concerns that each patient with 
eczema is different according to TCM theory and hence one 
formation for all eczema types is unlikely to demonstrate efficacy.  
 
Western medicine therefore needs to demosntrate efficacy other 
than effects on disease severity (ie effects on quality of life, general 
acceptability, steroid sparing, effects of allergy seromarkers etc).  
 
As eczema is a chronic relapsing disease, there are many 
confounders during the treatment (including secondary bacterial 
infections, weather change, compliance in the use of emollient and 
medications, etc). All these have to be included as secondary 
outcome measurements. In addition, a valid method to demonstrate 
patient acceptability of treatment and compliance need to be 
included.  
 
The TCHM need to be demonstrated not to contain any therapeutic 
steroids or heavy metals, or any animal or insect products that are 
often present in TCM. "Dragon bone" or insects shoudl not be given 
to vegetarians, for instance.  
 
Most patients would be taking some forms of TCHM or proprietary 
TCM. It is important to demonstrate that they are not taking these 
health supplements or "magic pill" concommitmently.  
 
Sample size calculation is important. I am surprised that the quoted 
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taiwanese formualtion is efficacious enough that only 90 patients will 
be required in the sample size calculation.  
 
It is also important to instruct the patients not to attempt to find out if 
the capsules areTCHM or placebo.  
All the assessment tools need to be in simplified Chinese and the 
English quetsionnaires and assessment tools may not be applicable 
in this research 

 

REVIEWER Dr Suzanne Cochrane 
School of Science & Health  
University of Western Sydney  
Australia 

REVIEW RETURNED 08-Oct-2013 

 

GENERAL COMMENTS This research protocol is of interest as it offers a model of 'good' 
research in a field dogged by poorly conducted studies.  
I have only 2 concerns - 1. about the follow up period of 4 weeks 
which may be inadequate as CHM has been shown to have a 
longish washout period; 2. is there value in publishing a protocol 
when the intervention is undeclared? presumably this is due to 
commercial in confidence issues. 
 
There are minor English expression issues with this paper but these 
could be easily corrected at editorial stage. 

 

REVIEWER Hui-Man Cheng 
Department of Integration of Traditional Chinese and Western 
Medicine,China Medical University Hospital,Taiwan 

REVIEW RETURNED 24-Oct-2013 

 

GENERAL COMMENTS 2. Is the abstract accurate, balanced and complete?  
The abstract is not complete because no result and conclusions are 
included in the abstract.  
 
4.Are the methods described sufficiently to allow the study to be 
repeated?  
Because there is no description about how to prepare and 
ingredients of RCM-106 and placebo in this paper, so the study 
cannot be repeated.  
 
6. Are the outcomes clearly defined?  
No outcomes were found in the paper since no clinical trail is 
conducted yet. If the clinical trial finished in the future, it might have 
a good outcome.  
 
9. Do the results address the research question or objective?  
Since no clinical trail has been conducted yet, this paper cannot 
answer the research questions raised by the author as follows: 
(1)Can RCM-106 reduce the severity of AD in terms of Scoring 
Atopic Dermatitis(SCORAD) and Patient-Oriented Scoring Atopic 
Dermatitis(PO-SCORAD) index?(2) Can RCM-106 improve the 
quality-of-life of patient when evaluated by the Children‟s 
Dermatology Life Quality Index(CDLQI)?(3)Can treatment with 
RCM-106 reduce the use of other topical remedy for AD?(4)What 
adverse events does RCM-106 produce in children with moderate-
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to-severe AD?  
 
10.Are they presented clearly?  
There is no description about how to prepare and ingredients of 
RCM-106 and placebo in this paper.  
 
11. Are the discussion and conclusions justified by the results?  
Since no clinical trail has been conducted yet, no results were found 
in the paper. 
 
The authors have proposed the completed method and collected a 
good sample. Unfortunately, the author does not conduct the clinical 
trail yet. I strongly believe that after the clinical trial and all data 
analysis are finished, it will be a great study about the evaluation of 
efficacy and safety of Chinese Medicine for AD on children. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer Name Hon KL  
Institution and Country The Chinese University of Hong Kong  
Hong Kong  
Please state any competing interests or state „None declared‟: I have written and researched on 
traditional Chinese medicine for eczema.  
 
Comment 1: TCHM (Traditional Chinese herbal medicine) or eczema has been extensively 
researched and reported by a number of researchers over the past 20 years of so.  
 
Although therapeutic efficacy has been claimed by some, many TCM practitioners expressed 
concerns that each patient with eczema is different according to TCM theory and hence one formation 
for all eczema types is unlikely to demonstrate efficacy.  
Western medicine therefore needs to demosntrate efficacy other than effects on disease severity (ie 
effects on quality of life, general acceptability, steroid sparing, effects of allergy seromarkers etc).  
As eczema is a chronic relapsing disease, there are many confounders during the treatment 
(including secondary bacterial infections, weather change, compliance in the use of emollient and 
medications, etc). All these have to be included as secondary outcome measurements. In addition, a 
valid method to demonstrate patient acceptability of treatment and compliance need to be included.  
 
Response 1: Firstly, thank you for taking the time to provide us with your valuable comments and 
recommendations. We understand and agree with your concerns regarding one formula for all types 
of eczema. However, this is the first clinical study with RCM-106. Depending of results of this study, 
we intend to do further studies involving individualised treatment using RCM-106 as a base formula. A 
Chinese medicine questionnaire will be given to participants at the start and upon completion of this 
study to see if there are any co-relations between the treatment by RCM-106 and particular Chinese 
medicine syndromes.  
We also agree that many of the confounding factors should be included as secondary outcome 
measures. We have included measurement of quality of life using the CDLQI and have a daily diary 
for participants to include information of compliance and use of any concurrent therapies. As our 
study mainly involves children, we have tried to incorporate an effective yet non-complicated protocol 
for the participants and their parents/legal guardians. It is assumed that participant compliance, as 
indicated by the daily diary records as well as through the counting of remainder capsules during 
clinic visits, reflects patient acceptability of treatment. The steroid sparring effects and secondary 
bacterial infections could also be deduced by the need or usage of other medications recorded in the 
daily diary.  
 
 
Comment 2: The TCHM need to be demonstrated not to contain any therapeutic steroids or heavy 
metals, or any animal or insect products that are often present in TCM. "Dragon bone" or insects 
should not be given to vegetarians, for instance.  
Response 2: Thank you for pointing out such an important detail. We have included in the “trial 
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interventions” section that the formula is made of plant herbal substances and have clarified the 
wording of quality control checks to include that the herbal substances will be checked for potential 
contaminants such as steroids or heavy metal.  
 
Comment 3: Most patients would be taking some forms of TCHM or proprietary TCM. It is important to 
demonstrate that they are not taking these health supplements or "magic pill" concommitmently.  
Response 3: We agree that it should be made clear that participants should not be taking any 
concurrent therapies, except for topical corticosteroids when needed. We have rephrased the wording 
for our exclusion criteria to clarify participants who are unable to refrain from using other therapies 
(except for topical, non-Chinese medicine therapies) will be excluded from the trial. In the “trial 
interventions” section, we have also stated that all forms of systemic treatments, including 
supplements and complementary therapies, are not allowed during the study. The use of any other 
therapies during the study needs to be documented in participants‟ daily diary.  
 
Comment 4: Sample size calculation is important. I am surprised that the quoted taiwanese 
formualtion is efficacious enough that only 90 patients will be required in the sample size calculation.  
Response 4: The sample size calculation of 90 patients was calculated by our statistician based on 
previous publications while taking into account other circumstances.  
 
Comment 5: It is also important to instruct the patients not to attempt to find out if the capsules 
areTCHM or placebo.  
Response 5: We agree with the reviewers that it is important that the patients do not attempt to find 
out if the capsules are TCHM or placebo. We therefore aim to have the granule contents of the 
capsules identical in appearance, smell and taste to prevent the possibility of unblinding should the 
capsules be opened. We have added a small paragraph in the “trial interventions” section, briefly 
explaining the contents of the placebo capsules.  
Comment 6: All the assessment tools need to be in simplified Chinese and the English quetsionnaires 
and assessment tools may not be applicable in this research  
Response 6: The study will be conducted in Australia and our exclusion criteria have stated that 
participants unable to understand English will be excluded. Therefore, all the assessment tools 
selected for this study have been the validated English versions. The assessment tools for the study 
have been approved by the RMIT University Human Research Ethics Committee.  
 
 
 
Reviewer Name Dr Suzanne Cochrane  
Institution and Country School of Science & Health  
University of Western Sydney  
Australia  
Please state any competing interests or state „None declared‟: none declared  
 
This research protocol is of interest as it offers a model of 'good' research in a field dogged by poorly 
conducted studies.  
I have only 2 concerns –  
Comment 1: about the follow up period of 4 weeks which may be inadequate as CHM has been 
shown to have a longish washout period  
Response 1: Firstly, we would like to express our gratitude for your time and valuable comments. We 
agree that CHM effects may be longer than 4 weeks. However, the exact extended period of effects is 
fairly indefinite. Therefore, we have decided our timeline based on our systematic reviews which 
showed majority of the included studies adopting a 4-week follow-up period. We have added a 
sentence in the “design” section stating that the timeline was decided based on our systematic 
reviews.  
 
Comment 2: is there value in publishing a protocol when the intervention is undeclared? presumably 
this is due to commercial in confidence issues.  
Response 2: The constituents of RCM-106 will be published in the final RCT report.  
 
Comment 3: There are minor English expression issues with this paper but these could be easily 
corrected at editorial stage.  
Response 3: Thank you for pointing that out. We have reviewed the article and corrected errors 
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identified.  
 
Reviewer Name Hui-Man Cheng  
Institution and Country Department of Integration of Traditional Chinese and Western Medicine,China 
Medical University Hospital,Taiwan  
Please state any competing interests or state „None declared‟: No competing interests  
 
Comment 1:  
Is the abstract accurate, balanced and complete?  
The abstract is not complete because no result and conclusions are included in the abstract.  
 
Are the methods described sufficiently to allow the study to be repeated?  
Because there is no description about how to prepare and ingredients of RCM-106 and placebo in this 
paper, so the study cannot be repeated.  
 
Are the outcomes clearly defined?  
No outcomes were found in the paper since no clinical trail is conducted yet. If the clinical trial finished 
in the future, it might have a good outcome.  
 
Do the results address the research question or objective?  
Since no clinical trail has been conducted yet, this paper cannot answer the research questions raised 
by the author as follows: (1)Can RCM-106 reduce the severity of AD in terms of Scoring Atopic 
Dermatitis(SCORAD) and Patient-Oriented Scoring Atopic Dermatitis(PO-SCORAD) index?(2) Can 
RCM-106 improve the quality-of-life of patient when evaluated by the Children‟s Dermatology Life 
Quality Index(CDLQI)?(3)Can treatment with RCM-106 reduce the use of other topical remedy for 
AD?(4)What adverse events does RCM-106 produce in children with moderate-to-severe AD?  
 
Are they presented clearly?  
There is no description about how to prepare and ingredients of RCM-106 and placebo in this paper.  
 
Are the discussion and conclusions justified by the results?  
Since no clinical trail has been conducted yet, no results were found in the paper.  
 
The authors have proposed the completed method and collected a good sample. Unfortunately, the 
author does not conduct the clinical trail yet. I strongly believe that after the clinical trial and all data 
analysis are finished, it will be a great study about the evaluation of efficacy and safety of Chinese 
Medicine for AD on children.  
Response 1: Firstly, we would like to thank you for taking the time to comment on our manuscript. 
Once the trial has been completed, we will ensure that all relevant details are reported in the final 
report, including information on the constituents of RCM-106.  
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