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VERSION 1 - REVIEW 

REVIEWER Dae-Jean Jo 
Dept. of Neurosurgery, School of Medicine, Kyung Hee University, 
Seoul, Korea 

REVIEW RETURNED 01-Jul-2014 

 

GENERAL COMMENTS Although this study is an observational study lacking a control group, 
it is an interesting long term follow up of lumbar herniated disc 
patients singularly managed by a multifaceted non-surgical CAM 
approach without conventional medicine.  
 
I feel that these results may hold intrigue to a wide readership as 
MRI diagnosis with CAM treatment as part of an integrative medicine 
system is probably a novel concept in almost countries as well. 
While there have been large scale long term follow up studies on 
lumbar herniated disc patients in the SPORT and HAGUE 
studies(Surgical versus nonoperative treatment for lumbar disc 
herniation: eight-year results for the spine patient outcomes 
research trial. Spine (Phila Pa 1976). 2014 Jan 1;39(1):3-16., 
Surgery versus prolonged conservative treatment for sciatica: 5-year 
results of a randomised controlled trial. BMJ Open. 2013 May 
28;3(5).), long term studies on traditional treatments such as 
acupuncture or manual medicine seem scarce. It is also a plus that 
the 6 month results have been published and can be compared with 
these results.  
 
A recent RCT published on integrative TCM conservative therapy 
versus conventional care for lumbar disc herniation is comparable to 
this study(Integrative TCM Conservative Therapy for Low Back Pain 
due to Lumbar Disc Herniation: A Randomized Controlled Clinical 
Trial. Evid Based Complement Alternat Med. 2013;2013:309831.) 
and should be sited.  
 
Abstract  
-The primary outcome measure is VAS, yet the screening measure 
is NRS. Is there a particular reason for this difference in screening 
tools?  
 
Methods  
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-In the Outcome measures part, did you not consider comparing the 
MRI follow up results with baseline, as opposed to difference with 
the ‘immediate previous MRI image’, since you state that the change 
in amount of herniation was mercurial.  
 
Results  
-Figure 1 depicts the flow diagram of the study, however the sum of 
the number of patients in the breakdown of reasons for failure to 
complete treatment(n=21) do not add up to the total number of 
patients who ‘Failed to complete treatment’(n=22).  
-Were the same physicians involved in treatment and assessment? 
Were they trained specifically for this study? What is the intra-rater 
reliability?  
-What instructions were given to the patients during treatment and 
follow ups?  
-In explaining limitations, the authors state that ‘The 3 year follow-up 
was conducted only on patients who had completed the 24 weeks of 
treatment and 1st follow-up term, leaving 73 of the original 128 
participants (57%) who initially completed treatment.’. However, 
according to a previous mention in the paper, the 1st follow up term 
is up until 24 weeks. This should leave 128 participants available for 
follow up. Please explain.  

 

REVIEWER Ying Wu Cheng 
Shanghai University of Traditional Chinese Medicine, China 

REVIEW RETURNED 19-Jul-2014 

 

GENERAL COMMENTS 1. This manuscript a good cohort study with 3 years follow-up, but 
the conclusion is limitation due to without control groups. The 
readers can't get any valuable information that whether alternative 
and integrative therapy is more effective for lumbar disc herniation 
than resting, exercise, medicine, etc.  
 
2. I am not sure that the statistical method is appropriate in this 
manuscript. 
 
Major comments:  
1. This manuscript a good cohort study with 3 years follow-up, but 
the conclusion is limitation due to without control groups. The 
readers can't get any valuable information that whether alternative 
and integrative therapy is more effective for lumbar disc herniation 
than resting, exercise, medicine, etc. The authors should compare 
this study with orther related trials (eg: exercise, physical therapy for 
lumbar disc herniation) in "Discussion". So the readers may get 
valuable information to choose the treatment for lumbar disc 
herniation.  
 
2. The CAM treatment included hebal medicine, acupuncture, bee-
venom pharmacopuncture, and Chuna manipulation in this 
manuscript. These treatments should have different effects for 
lumbar disc herniation. This study did not compare these 
effectiveness, but the relevant difference should be discussed 
detailedly in "Discussion".  
 
3. The assessments were performed at baseline, 4, 12, 16, 20 and 
24 weeks and 1, 2 and 3 years in the follow-up period. The authors 
should report the details at every assessment time, and discuss the 
relationship each other.  
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4. There were some similar studies in China. The author should 
compare relevant results. (eg: Tuina-focused integrative Chinese 
medical therapies for inpatients with low back pain: a systematic 
review and meta-analysis. eCAM, 2012)  
 
5. There was objective of investigate pain relapse and use of 
medical care and surgery rate in patients who actively chose non-
surgical CAM treatment for LDH in "Abstract", but without in 
"Introduction". Is the design of the curent study appropriate to 
answer this question?  
 
Minor comments:  
 
1. There were some spelling mistakes in the manuscript. 

 

VERSION 1 – AUTHOR RESPONSE 

Reviewer Name Dae-Jean Jo  

Institution and Country Dept. of Neurosurgery, School of Medicine, Kyung Hee University, Seoul, 

Korea  

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

 

Although this study is an observational study lacking a control group, it is an interesting long term 

follow up of lumbar herniated disc patients singularly managed by a multifaceted non-surgical CAM 

approach without conventional medicine.  

 

I feel that these results may hold intrigue to a wide readership as MRI diagnosis with CAM treatment 

as part of an integrative medicine system is probably a novel concept in almost countries as well. 

While there have been large scale long term follow up studies on lumbar herniated disc patients in the 

SPORT and HAGUE studies(Surgical versus nonoperative treatment for lumbar disc herniation: eight-

year results for the spine patient outcomes research trial. Spine (Phila Pa 1976). 2014 Jan 1;39(1):3-

16., Surgery versus prolonged conservative treatment for sciatica: 5-year results of a randomised 

controlled trial. BMJ Open. 2013 May 28;3(5).), long term studies on traditional treatments such as 

acupuncture or manual medicine seem scarce. It is also a plus that the 6 month results have been 

published and can be compared with these results.  

 

A recent RCT published on integrative TCM conservative therapy versus conventional care for lumbar 

disc herniation is comparable to this study(Integrative TCM Conservative Therapy for Low Back Pain 

due to Lumbar Disc Herniation: A Randomized Controlled Clinical Trial. Evid Based Complement 

Alternat Med. 2013;2013:309831.) and should be sited.  

 

Abstract  

-The primary outcome measure is VAS, yet the screening measure is NRS. Is there a particular 

reason for this difference in screening tools?  

We screened patients who had not been previously treated for LBP at Jaseng Hospital of Korean 

medicine in Korea visiting for treatment of LBP and/or radiating leg pain, and for convenience 

purposes used the NRS in screening based on study results that reported that patients found the NRS 

modality more comprehensible and easier to understand than VAS.  

 

Methods  

-In the Outcome measures part, did you not consider comparing the MRI follow up results with 

baseline, as opposed to difference with the ‘immediate previous MRI image’, since you state that the 

change in amount of herniation was mercurial.  
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The original study design was devised to effectively compare the patient’s subjective clinical 

symptoms and objective physical evaluation and MRI results each year with the previous year to track 

yearly changes and assess for correlations as disc herniation symptoms are known to fluctuate. We 

have edited the manuscript to reflect our intentions as follows: ‘Changes in size and severity of the 

main herniated disc causing radiating pain were evaluated by radiology specialists and KMDs and 

categorized into 3 groups (improved, worse or no discernible change) in comparison with the 

immediate previous MRI image to track yearly changes and assess for correlations in subjective 

clinical symptoms and objective physical evaluation and MRI results.’  

Results  

-Figure 1 depicts the flow diagram of the study, however the sum of the number of patients in the 

breakdown of reasons for failure to complete treatment(n=21) do not add up to the total number of 

patients who ‘Failed to complete treatment’(n=22).  

The discrepancy in the sum of patients was due do a missing count in the item ‘Refusal to travel long 

distance after moving/job change (n=4)’ and we have edited the figure in accordance with the 

reviewer’s comment.  

 

-Were the same physicians involved in treatment and assessment? Were they trained specifically for 

this study? What is the intra-rater reliability?  

Korean medicine doctors who had received prior training enrolled participants and conducted the data 

collection sessions. We did not check for intra-rater reliability or inter-rater reliability for clinical and 

diagnostic assessments. We have modified the manuscript as follows: ‘All assessments were 

conducted by trained physicians during visits to the hospital for follow-up purposes. Assessing doctors 

did not participate in any part of the treatment.’  

-What instructions were given to the patients during treatment and follow ups?  

Patients were recommended by the physician assigned with treatment to remain active and continue 

with daily activities while not aggravating pre-existing symptoms. We have revised the manuscript as 

follows: ‘Patients were given instructions by their physician at treatment sessions to remain active and 

continue with daily activities while not aggravating pre-existing symptoms. Also, ample information 

about the favorable prognosis and encouragement for non-surgical treatment was given.’  

-In explaining limitations, the authors state that ‘The 3 year follow-up was conducted only on patients 

who had completed the 24 weeks of treatment and 1st follow-up term, leaving 73 of the original 128 

participants (57%) who initially completed treatment.’. However, according to a previous mention in 

the paper, the 1st follow up term is up until 24 weeks. This should leave 128 participants available for 

follow up. Please explain.  

This is an unintentional miswrite error. We have modified the text according to the reviewer’s 

suggestion as follows: ‘The 3 year follow-up was conducted only on patients who had completed the 

24 weeks of treatment and 2 and 3 year follow-up sessions, leaving 73 of the original 128 participants 

(57%) who initially completed treatment.’  

 

Reviewer Name Ying Wu Cheng  

Institution and Country Shanghai University of Traditional Chinese Medicine, China  

Please state any competing interests or state ‘None declared’: There were no competing interests.  

 

1. This manuscript a good cohort study with 3 years follow-up, but the conclusion is limitation due to 

without control groups. The readers can't get any valuable information that whether alternative and 

integrative therapy is more effective for lumbar disc herniation than resting, exercise, medicine, etc.  

 

2. I am not sure that the statistical method is appropriate in this manuscript  

 

 

Major comments:  

1. This manuscript a good cohort study with 3 years follow-up, but the conclusion is limitation due to 
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without control groups. The readers can't get any valuable information that whether alternative and 

integrative therapy is more effective for lumbar disc herniation than resting, exercise, medicine, etc. 

The authors should compare this study with orther related trials (eg: exercise, physical therapy for 

lumbar disc herniation) in "Discussion". So the readers may get valuable information to choose the 

treatment for lumbar disc herniation.  

 

We agree with the reviewer’s opinion that we do not provide sufficient information on comparable 

treatment options and have edited the Discussion according to the reviewer’s comments: ‘Previous 

long term follow-ups of studies focusing on neurological injury due to intervertebral disc displacement 

are mainly comparisons of the effects of surgical versus non-surgical treatment. Leiden-The Hague 

Spine Intervention Prognostic Study Group compared early surgery versus prolonged conservative 

care given by family practitioners, with conservative care consisting mainly of counseling, guidance 

from a physiotherapist, and prescription of painkillers. The long-term follow-up results at 1 and 2 years 

showed no significant difference between the two groups in leg pain and lumbar function. However, 

46% of the patients allocated to the non-surgical group received surgery, and the results were 

intention-to-treat analyzed. As-treated analysis was performed in the Spine Patient Outcomes 

Research Trial (SPORT) study, and the long-term follow-up results at 1 and 2 years all showed 

superior results in SF-36 bodily pain and physical function scales in the surgery group compared to 

nonoperative care (active physical therapy, counseling and education with home exercise instructions, 

and presciption of nonsteroidal anti-inflammatory drugs).  

 

In studies comparing conventional non-surgical treatment (e.g. education, rest, pain medication, 

physical therapy, etc.) and CAM non-surgical treatment (e.g. hot compress using Chinese medicine, 

electroacupuncture, Chinese herbal injection, Chinese Tuina, etc.), CAM treatment showed better 

results in lumbar functional scores at 6 months' short-term follow-up.’  

 

2. The CAM treatment included hebal medicine, acupuncture, bee-venom pharmacopuncture, and 

Chuna manipulation in this manuscript. These treatments should have different effects for lumbar disc 

herniation. This study did not compare these effectiveness, but the relevant difference should be 

discussed detailedly in "Discussion".  

 

We have taken the reviewer's comments that the relevant difference of treatments should be 

discussed in detail in the Discussion section into consideration and applied the advice as follows: ‘A 

systematic review on the effectiveness of conservative treatments for lumbosacral radicular syndrome 

evaluated injections, traction, physical therapy, bed rest, manipulation, medication, and acupuncture, 

deducing that corticosteroid injections and traction did not have sufficient evidence to be 

recommended as treatment options, and that it was difficult to reach a conclusion whether the other 

treatments should be prescribed by clinicians or whether a certain type of treatment is superior to 

others.  

 

A recent review of eight studies on the efficacy of Chinese herbal medicine for lumbar disc herniation 

compared with conventional treatment analyzed the results of 5 studies reporting Chinese herbal 

medicine was better than conventional medicine, and 2 studies stating that clinical outcomes were 

better in Chinese herbal medicine groups than in physiotherapy and placebo groups. However, all 

trials were of poor methodological quality.’  

 

3. The assessments were performed at baseline, 4, 12, 16, 20 and 24 weeks and 1, 2 and 3 years in 

the follow-up period. The authors should report the details at every assessment time, and discuss the 

relationship each other.  

The baseline, 4, 12, 16, 20 and 24 week results have been addressed in detail in our previous 

publication: Reference 7: Park JJ, Shin J, Choi Y, Youn Y, Lee S, Kwon SR, Lee H, Kang MH, Ha IH, 

Shin I. Integrative package for low back pain with leg pain in Korea: a prospective cohort study. 
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Complement Ther Med. 2010 Apr;18(2):78-86. doi: 10.1016/j.ctim.2010.02.003. Epub 2010 Apr 13. 

We have included the contents as a reference and change in pain, functional status and quality of life 

at 12, 24 weeks, 1 year and 3 years from baseline and physical examination findings and herniated 

disc as assessed by MRI at 24 weeks, 1 year and 3 years are summarized in tables 2 and 3.. The 

current manuscript focuses specifically on the 3 year outcomes. However, we have added a brief 

explanation of time by group interaction in subgroup analysis during the treatment period to outline 

and explain once again to readers the change in patient outcomes over the 24 weeks of treatment as 

follows: ‘We found moderate time by group interaction difference in VAS for LBP and ODI scores in 

subgrouping by duration of LBP, and significant time by group interactions in VAS for LBP when 

subgrouped by operation recommendation.’  

 

4. There were some similar studies in China. The author should compare relevant results. (eg: Tuina-

focused integrative Chinese medical therapies for inpatients with low back pain: a systematic review 

and meta-analysis. eCAM, 2012)  

 

According to the reviewer’s suggestion, we have compared the relevant results of similar studies in 

China and included the reference in the Discussion: ‘The results of a meta-analysis on the 

effectiveness of integrative Chinese medical therapies including Tuina on low back pain patients 

showed that groups receiving Tuina with Chinese herbal medicine and Tuina with acupuncture 

showed better pain and functional status than groups receiving Tuina alone. Our results also reflect 

the discussions of CAM clinicians on selecting effective treatment methods for disc herniation 

patients, and the outcome of those consultations was an integrative treatment package consisting of 

herbal medicine, acupuncture, bee-venom pharmacopuncture and Chuna manipulation. The reason 

for this multi-modality approach is that each approach has different targets, effects, mechanisms and 

time-windows, and no single therapy is clearly superior to others or unequivocally successful.’  

 

5. There was objective of investigate pain relapse and use of medical care and surgery rate in 

patients who actively chose non-surgical CAM treatment for LDH in "Abstract", but without in 

"Introduction". Is the design of the curent study appropriate to answer this question?  

 

The reviewer’s comment has brought to our attention the fact that the objective of investigating pain 

relapse and use of medical care and surgery rates in patients who actively chose non-surgical CAM 

treatment for LDH was left out of the Introduction, and we have revised the Introduction in accordance 

with the reviewer’s remark: ‘The purpose of this study is to evaluate the feasibility of this model of 

integrative treatment as a valid alternative option for LHD patients with sciatica and to investigate pain 

relapse and use of medical care and surgery rates in patients who actively chose non-surgical CAM 

treatment for LDH.’ The main objective was to assess the feasibility of integrative CAM treatment in 

treating LHD patients with sciatica, and to this purpose we conducted a prospective study including 

investigations on use of medical care and surgery rates in patients who actively chose non-surgical 

CAM treatment for LDH as a means of evaluating the feasibility of this integrative treatment model.  

 

Minor comments:  

 

1. There were some spelling mistakes in the manuscript.  

We have rechecked for spelling errors according to the reviewer’s suggestion. 
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VERSION 2 – REVIEW 

REVIEWER Dae-Jean Jo 
Dept. of Neurosurgery, School of Medicine, Kyung Hee University, 
Seoul, Korea 

REVIEW RETURNED 08-Aug-2014 

 

- The reviewer completed the checklist but made no further comments. 
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