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Dear Sir 
We would like to submit our response to criticisms raised by one Dr Steven Newmaster, PhD (Botany) 
regarding our recently published manuscript in the peer reviewed official journal of The Indian 
National Association for the Study of Liver, Journal of Clinical and Experimental Hepatology (JCEH) 
published by Elsevier. 
 
Dr Steven Newmaster has requested that the published manuscript be retracted in the light of poor 
science, bogus claims and fraudulent use of data. We disagree with him in all of these aspects. Dr 
Steven has also challenged the peer review process of Elsevier and JCEH and directly and indirectly 
insulted the peer-reviewers by providing a better review of the published manuscript which has been 
extensively evaluated by him and his scientific team. Before we go on to the detailed explanations 
that will provide reasonable and scientific answers to Dr Steven’s queries, we would like the Editorial 
Board and the Journal to kindly make note of the following facts regarding Dr Steven and his scientific 
team. 
 

• Dr Steven Newmaster is the Botanical Director at the Biodiversity Institute of Ontario (BIO) 
and Associate Professor of Integrative Biology at the University of Guelph. His research 
specializes in plant diversity and identification systems including DNA barcoding and has 
publications on biodiversity genomics including: DNA barcoding, medicinal plants, 
ethnobotany genomics, new species discovery, plant classification, and ecosystem 
management. He lectures on botany, biodiversity genomics, ethnobiology and conservation 
biology. 

 

• Dr Subramanyam Ragupathy is the Chief Curator of BIO Herbarium at the University of Guelph, 
Department of Integrative Biology.  

 

• Dr Dhivya Shanmughanandhan currently holds the post-doc position in botanical research at 
the University of Guelph. 

 



• Dr Prasad Kesanakurti is a research scientist at the University of Guelph, Centre for 
Biodiversity Genomics 

 

• Dr Hanan Shehata holds the position of post-doctoral fellow in the Department of Integrative 
Biology at University of Guelph 

 

• Dr Thirugnanasambandam (Thiru) Arunachalam is a research scientist in the Department of 
Structural and Computational Biology (Crystallography, NMR and Drug development) and 
Metabologenomics at the University of Guelph. 

 
With all due respect to these scientists who are experts in their own fields, NONE of the members of 
the scientific review team including Dr Steven Newmaster have ABSOLUTELY NO experience in 
diagnosing, treating and managing drug induced liver injury, acute liver failure and the whole team 
LACKS the required basic and translational scientific acumen in Hepatology to review our published 
article on drug induced liver injury and acute liver failure. Ideally, peer review and constructive 
criticisms MUST BE provided from experts in the same field on which the manuscript is based on. JCEH 
and Elsevier HAS EXACTLY done what every proper peer review must follow through and there 
remains no doubts that the peer review was pristine. Directly asking for retraction of the published 
manuscript, by ‘EXPERTS’ in Botany, Genetics and Crystallography (most of whom are still holding 
fellow positions and are students) is an insult to the journal, its peer review and the editorial board. 
For example, we do not expect a gardener to provide insights on how Satellite-Communications work. 
We also do not expect an Ophthalmologist to provide criticisms or insights on a 24-week pregnant 
woman with jaundice and ascites. I hope these examples shed light on how we are on different pages. 
However, taking into consideration, the time spent by Dr Steven and his team to painstakingly go 
through each and every line of our published article and also taking into consideration, they are fellow 
scientists, we, as authors of the published manuscript are willing to provide absolute and reasonable 
answers to all SCIENTIFIC queries raised by Steven et al knowing well, the fact, they have absolutely 
no experience in making such criticism, we are willing to provide detailed answers, so that this may 
be a learning experience for Dr Steven and his Scientific Review Team. All LAY QUERIES WILL be 

marked with a $ sign and befitting replies will be provided, but will not be considered for further 
discussion. At the end of our discussion, we will tally the LAY and REASONABLE SCIENTIFIC QUERIES 
so as to provide a clear picture to conclude that the published work is authentic, scientific and MUST 
NOT BE RETRACTED because we stand with science, patient and public health and most importantly, 
health education which becomes the CORE of our published work. 
 
We also notify the Publisher and the JCEH Editor in Chief and the Editorial Board that Dr Steven 
Newmaster serves THE NHP ALLIANCE which is based at the University of Guelph (a private institute) 
and is an initiative that aims to develop new, mutually agreed upon standards for botanical species 
ingredient authentication. Herbalife Nutrition, whose products feature in the published article on 
acute liver failure in the JCEH, is a member and SPONSOR of the Alliance, the latter which engages in 
DNA-based tools to ensure Herbalife nutrition products consist of the exact species of plants and 
botanicals needed to support the company’s products’ health claims. Please note the following points 
in this regard: 
 

1. Dr Newmaster, the Director of NHP, is directly or indirectly working/employed with Herbalife 
Nutrition. Herbalife Nutrition has stated that they ‘are proud to be a Sponsor and member of 
the Alliance’. This means that NHP Alliance receives funds in the form of sponsorship from 
Herbalife Nutrition (figures below): 

 



 
 

 
 
 
 

2. Dr Newmaster HAS NOT MADE THIS DISCLOSURE IN HIS REVIEW and HAS FAILED TO 
DISCLOSE A POTENTIALLY MAJOR CONFLICT OF INTEREST to the Journal, the Editor in Chief 
and the Publisher. This is very shameful and of shows only VESTED MONETARY or NON-
MONETARY INTERESTS that lie with Dr Newmaster and his scientific team. In the pretext of 
‘poor science’ and ‘bogus fraudulent data claims’, Dr Newmaster has belittled science, 
shamed clinical scientists such as the authors of the published manuscript, insulted a peer 



reviewed well renowned journal and a reputable Publisher. This is an offence and should be 
dealt with, through proper channel. 
In the letter below, Dr Newmaster ONLY speaks about saving ‘THE STAKEHOLDERS’ of which 

NHP ALLIANCE, of which, Dr Stevens is the Director, belongs to. Hence, in the name of FAKE 

scientific invalidity and wrong accusations, Dr Stevens, on behalf of Herbalife Nutrition is 

trying to ‘bury the hatchet’ by targeting reputable clinicians, clinical scientists and 

Journal/Publisher.  

 
 
 

3. Dr Newmaster and The NHP Alliance only performs ingredient science research and 
identification of new botanicals for Herbalife usage. He and the team at NHP DOES NOT 
PERFORM / HAS NO DATA / DO NOT OVERSEE the safety and efficacy of herbal and dietary 
supplements marketed by Herbalife Nutrition and DOES NOT PERFORM POST MARKETTING 
SURVEILLANCE of these products which is one of the core educational tip of our published 
manuscript.  

 
4. Please note the box-marked statements in the paragraphs of the covering letter sent by Dr 

Stevens to the Journal Publisher below: 



 

 
• In these sentences, it is very clear that there is definitely ‘monetary losses’ to the person who 

prepared this letter and his ‘colleagues’. They fail to see the real fallout, which is education 
regarding potential toxicities of herbal and dietary supplements on public health and the 
growth of a misinformed general as well as patient population.  

 
 

 
• Please note that the above statement is FALSE and Dr Stevens or his team, even though rich 

in experience and publications in the field of Botany and Genetics, have ABSOLUTELY NO 
PUBLICATIONS/AND HAVE NO EXPERIENCE to review and criticise on Clinical and 
Translational Hepatology, Hepatology related Pathology, Drug Induced Liver Injury and Acute 
Liver Failure which form the core of our published manuscript.  
 

• Kindly note that the senior author of the published manuscript (Dr PA) has 4 decades of 
experience in treating liver disease patients and is one of the founding fathers of 
Gastroenterology in India. The first author and corresponding author (Dr CAP) has > 130 
publications in peer reviewed journal on liver diseases including the New England Journal of 



Medicine, Hepatology and Journal of Hepatology, JCEH and IJG, and is a multi-award-winning 
clinician scientist based on his work on liver diseases. 
 

Dr Steven Newmaster’s review of our published manuscript is soaked in threat, developed on bias and 
written with dissent, in the absence of any appreciable clinical acumen or constructive criticism that 
is required of a ‘good’ scientific review. Furthermore, Dr Steven Newmaster chooses his words very 
poorly and forms sentences that directly and personally attack the reputation of the authors of the 
published manuscript as well the Journal and mocks the peer review without any concern for fellow 
scientists. This cannot be tolerated and will not be. We are not bound to answer a ‘lay person’ who is 
a ‘self-proclaimed expert’ in the field of Hepatology, with regards to our manuscript which has already 
been peer reviewed, but we chose to do so only to defend the Journal and to douse the poison that 
Dr Steven Newmaster has spewed onto us and our scientific work. Our response also means that we 
truly stand up for science and our patients and we will continue to do so in the future. Our patient’s 
report is worthy of staying on because it is scientifically sound and ethically valid and it brings in health 
education efforts to improve public health. The authors interest in this manuscript is only patient 
centred, while Dr Newmaster’s interest in retracting the article is centred on vested interests that lie 
with his NHP Alliance who are sponsored by Herbalife Nutrition.  
 
After extensively reviewing Dr Steven’s report and providing reasonable answers to his queries we 
come to the following conclusion: 
 

a. >80% of the queries are marked with $ which means that more > 80% of accusations and 

‘scientific review’ made by Dr Steven and his team are of poor quality, utilizing lay terms, 
quoting invalid references and biased in conclusions. Only approximately 20% of the queries 
were valid to which we could provide proper responses. Dr Steven has also ushered in much 
of his ‘technical’ expertise to forcefully and falsely allege improper scientific technical 
utilization in our study, when in fact, our study methodologies are pristine, credible, based on 
published standards and strong in conclusions. A large proportion of the technical discussion 
put forth by Dr Steven does not relate to our study and cannot be considered for further 
parley.  

b. Only 2 points raised by Dr Steven is valid in review of our manuscript. One, an erroneously 
marked magnification in the Figure 1 and an erroneously mentioned heavy metal symbol for 
Thallium (Th instead of Tl). These two points DO NOT amount to retraction of the manuscript, 
since all of the rest of the points raised by Dr Steven are either lay comments without 
substance and scientific value OR are scientific comments to which we have provided very 
sensible and reasonable answers to.  

 
Taking into consideration the following facts we strongly argue that our published work DOES NOT 
fall into any of the categories for retraction and that it needs to remain where it is meant to be, for 
‘all’ to read, learn and understand.  
 

a. Dr Steven Newmaster is directly or indirectly employed by Herbalife Nutrition. 
b. Dr Steven Newmaster failed to disclose his association with Herbalife and did not provide 

conflict of interest statements 
c. Dr Steven Newmaster is the Director of the organization NHP Alliance which is sponsored by 

Herbalife Nutrition 
d. Dr Steven Newmaster does not have any concern for public health or patient outcomes and 

has only, on multiple occasions, very strongly spoken about/for the ‘stakeholders’ and 
‘monetary losses’ associated with Herbalife, all in the pretext of describing falsely, our peer 
reviewed publication and directly insulted the Journal, the Editorial Board and the Publisher. 



e.  Dr Steven Newmaster and his scientific team ARE NOT experts in the field of medicine, 
internal medicine, hepatology and liver pathology and has no published or other experience 
in these. His scientific review team comprised of ‘plant scientists’ who are not authorized to 
perform clinical reviews.  

f. Dr Steven and his team fail miserably in providing satisfactory defence to our scientifically 
strong published work and quote invalid references and outdated data from literature. Dr 
Steven keeps repeating the same mistakes over and over in his discussions which makes 
reading through the review feel like a ‘repetitive outburst of frustration’ that personally 
targets reputed authors and clinical scientists without scientific acumen.  

g. There are no formidable statements from Dr Steven that portray our publication in the wrong. 
All his statements have been well defended wherever applicable with science and the internet 
is rich with acceptance of our article and is one of the most socially relevant articles published 
by Elsevier that received world wide attention and has been the most important article to be 
discussed from Elsevier from the Asia Pacific region, the world over 
(https://plu.mx/plum/a/?doi=10.1016/j.jceh.2018.08.002&theme=plum-jbs-
theme&hideUsage=true) 

h. Dr Steven has asked for confidential patient data without even understanding protocols for 
the same. Even though a published scientist himself, he does not care for patient 
confidentiality, patient outcome and does not follow protocol. This shows paucity in clinical 
acumen and lack of expertise to comment on our manuscript. Hence, all comments made by 
Dr Steven are in fact, to be taken as lay comments.  

i. As authors of the manuscript, we are willing to share raw data sets, patient biopsy slides and 
blocks and the surviving patient family detail to the JCEH Editor in Chief and Editorial Board 
and the Publisher if they wish to see such detail. We are also willing to share details of the 
receipts of Herbalife products we acquired for analysis. The products themselves are not 
present anymore since they perished and rotted away and we had to discard them (stored for 
almost 6 months in a fridge facility).  

 
Last, but not the least, we bring to kind attention, of the Editor in Chief, The Journal Editorial Board 
and The Publisher Elsevier, that NOT A SINGLE MANUSCRIPT PUBLISHED ON HERBALIFE IN 
LITERATURE HAS EVER BEEN RETRACTED which speaks for the authenticity of our work and 
echoes the collective, thorough scientific conclusion, that every clinician who has published in this 
regard, has made on these products in published literature.  
 
We hope our responses have been adequate and reasonable and this matter remain closed for 
further discussion since we do not have the time, from our patient care activities, to make 
responses to lay queries from Dr Steven Newmaster et al anymore, but are willing to share further 
raw data with the Journal and Peer Review should they wish to review. 

 
Thanking you 
Kind regards 
 
Dr Cyriac Abby Philips 
Dr Philip Augustine 
Dr S Rajesh 
Dr Gopakumar C Valiathan 
Dr Solomon K John 

 
- On behalf of The Liver Unit, Cochin Gastroenterology Group, EMC Hospital, Kochi, Kerala, India 
 
 

https://plu.mx/plum/a/?doi=10.1016/j.jceh.2018.08.002&theme=plum-jbs-theme&hideUsage=true
https://plu.mx/plum/a/?doi=10.1016/j.jceh.2018.08.002&theme=plum-jbs-theme&hideUsage=true


In the next sections we come to the detailed answers to queries raised by Dr Stevens et al. 
 
The queries are provided as screen shots and the answers feature beneath the screen shot specific to 
the bullet points. 
 

 $ 

 
• The title is factual. There is no bias or unprofessionalism intended. Factual titles are 

considered adequate for case reports. A more scientific title would be better suited for a 
randomized controlled trial which this report is not.  

• The underlined sentences ARE IN FACT supported well by our clinical diagnosis, analysis and 
discussion. We invite Dr Stevens et al to read through our published manuscript with sincere 
attentiveness.  

 

$ 

 

 
• The abstract has to start with an introduction which is based on data already published in 

literature which we have only echoed. This is not a legal notice paper, but a published peer 
reviewed manuscript. The usage of ‘accusation’ is not befitting a ‘scientific peer review’ team 
headed by a senior scientist. There is no bias in reporting and all claims are well supported 
including patient detail, outcomes and conclusions. These are lay comments from Stevens et 
al. 
 
 

$ 

 
• Lay comments from Dr Steven et al. This is in fact the first case on Herbalife associated fatal 

ALF from Asia-Pacific region. We suggest the scientific team do a better search on published 



data on the same. Kindly refrain from using derogatory and colloquial terms such as ‘bogus ‘in 
a scientific discussion. 

 

$ 

 

 
• Lay comments similar to above. Final statement based on report conclusion is valid.  

 

 
• We have quoted the most recent review that mentions every study done on HDS. Steven et al 

has obviously not gone through the whole article in references and we suggest they do so 
before making statements that sound scientifically lame. The US DILIN network has published 
the largest series on HDS in the world and we invite Steven et al to go through the same. 

• Statements at bullet points 2, 3 are lay comments without any strong references from Steven 
et al. We request them to concentrate on scientific criticism and constructive detail.  

• Dr Steven and colleagues who performed ‘critical review’ of our manuscript may kindly study 
the Author Guidelines as to how a Case Report is written. They are also welcome to go through 
any case report published in the journal to get a proper idea of the same. Aims, Objectives, 
End points, study design and ‘projects’ all form part of clinical trials and mostly randomized 
controlled trials or large observational or longitudinal prospective studies. It is very clear and 
evident from these statements by Dr Steven that knowledge regarding proper research 
methodology in various forms of scientific writing is completely lacking in the scientific team 
that conducted this ‘repeat peer review’. 

 
 
 
 
 
 
 
 
 
 



 

$ 

 
• Medication for hypothyroidism is thyroxine supplementation. Long term supplementation 

with thyroxine has never been reported to cause acute liver failure. Dr Steven has completely 
missed the point, quoted a review article on hypothyroidism physiology and erroneously 
stated that hypothyroidism medications can cause liver failure when IN FACT, it is drugs used 
for hyperthyroidism that has been shown to cause acute liver injury. Our patient was not on 
hyperthyroid medication, but on thyroxine supplements in VERY LOW DOSES that has never 
shown to cause liver injury, leave alone acute liver failure.  

• NASH never causes acute liver failure (not reported in literature), we ruled out cirrhosis and 
cancer on imaging and liver biopsy. We are discussing a patient of acute liver failure and Dr 
Steven has proven the fact that he and his scientific team does not even realize what the 
disease in discussion is about. 

• Hypothyroidism patients have steatohepatitis. Our patient had steatosis on biopsy which we 
agree to and have mentioned in the biopsy discussion. This does not cause acute liver failure. 
May be in patients with steatosis and steatohepatitis, Herbalife potentiates acute liver injury 
leading to acute liver failure. Can Dr Stevens and his scientific team provide published data 
that Herbalife does not? 

$ 

 
• The patient consumed Herbalife supplements as per advice of a Herbalife Associate running a 

nutritional club in the locality where she belonged to. Her husband was the person who 
brought the supplements. The history and the sequence of events after consumption of the 
products has been provided by the husband and the patient’s sister. This is not a joke and Dr 
Stevens must realize that a life was lost. The first sentence in the above screenshot is 
substantiated with very poor references. This is a very poorly constructed argument from Dr 



Steven and team without proper references to back up the statement on avoidance of protein 
in hypothyroid patients. A physician does not alter one’s diet, but a registered and trained 
dietician does so, based on physician’s inputs. What is a registered nutritional Club? Does 
registration mean Government registration, or only Herbalife registration? Any centre that 
provides food products / supplements as part of weight loss in patients with comorbidities 
need specific regulatory approval from the Government heath agencies in the specified 
locality. Does Dr Steven et al keep a tab on all registered Herbalife nutrition clubs? How much 
data does Dr Stevens have on nutrition clubs in Kerala, India? How much post marketing 
surveillance do Dr Stevens have on Herbalife products in registered nutritional clubs in Kerala, 
India? They may kindly share this data to understand what clubs recommend the patients 
based on regional differences in diet and chronic illnesses. What the club recommended is 
described in detail in the manuscript. We invite Dr Stevens et al to read through our published 
manuscript with sincere attentiveness. 
 

$ 

 
• This key reference is not valid as it does not provide data on acute liver failure 

• Protein intake by a hypothyroid patient leading to acute liver failure is Dr Stevens hypothesis 
and not ours. For us, in black and white, the acute liver failure was due to the HDS consumed 
since we ruled out all other known causes for the same as per defined set of clinical protocols 
for causality.  
 

$ 

 
• Please read well and carefully. Was not on ‘any other’ which means we have already discussed 

regarding thyroxine supplementation. Such lay comments are not welcome from a ‘scientific 
team’.  Thyroxine does not exacerbate, but ameliorates hypothyroidism. We suggest Dr 
Steven and his team learn basics of clinical medicine or ask advice from clinical scientists 
before preparing long paragraphs which they feel are valid, but in fact, is quite the opposite. 



In the last line of the paragraph screenshot above – we politely suggest that Dr Stevens do not 
insult the clinical scientist authors behind this important published work. These are only 
PERSONAL ATTACKS and CHARACTER ASSASINATION based on flawed statements from Dr 
Stevens. This is taken very seriously and such comments in the future will be dealt with in 
strong justified manner.  

 

$ 

 

 
• Similar product as in the EXACT same branded product. Please read in context and the 

meaning will become reasonable. 

• Sample size calculation is not required for case reports. Dr Stevens is providing very poorly 
made claims and trying very hard to find faults with the publication. A matter in which he fails 
miserably.  

• The last point is a direct attack and insult to peer review and Editorial Board of JCEH and an 
intended shaming of the publisher, Elsevier. All techniques and methods have been described 
as per standard guidelines for testing, which is already published. Please see page 269 of the 
published manuscript last paragraph for the standardized technology that we utilized. There 
is no requirement for discussing these in a case report unless peer review warrants the detail. 
But if Dr Steven and colleagues would like to know, here are the published and standardized 
links for methodology which we utilized in our study. 

i. http://hpst.cz/sites/default/files/attachments/icp-oes-5991-8147en-ebook.pdf 
ii. https://www.thermofisher.com/order/catalog/product/TSQ9K-VPI 
iii. https://support.illumina.com/documents/documentation/chemistry_documentatio

n/16s/16s-metagenomic-library-prep-guide-15044223-b.pdf 
iv. http://qiime.org/ 
v. http://qiime.org/home_static/dataFiles.html 

vi. http://www.tiem.utk.edu/~gross/bioed/bealsmodules/shannonDI.html 
There have been no new methods utilized for us to describe everything in a case report. A 
case report has word limits and we must describe and discuss that which is most salient. We 
are unsure if Dr Stevens realize how a case report is written/stylized? 

http://hpst.cz/sites/default/files/attachments/icp-oes-5991-8147en-ebook.pdf
https://www.thermofisher.com/order/catalog/product/TSQ9K-VPI
https://support.illumina.com/documents/documentation/chemistry_documentation/16s/16s-metagenomic-library-prep-guide-15044223-b.pdf
https://support.illumina.com/documents/documentation/chemistry_documentation/16s/16s-metagenomic-library-prep-guide-15044223-b.pdf
http://qiime.org/
http://qiime.org/home_static/dataFiles.html
http://www.tiem.utk.edu/~gross/bioed/bealsmodules/shannonDI.html


• Methodology descriptions are already known and standardized based on the technology and 
software utilized which is repeatable and reproducible and highly quoted in literature. Please 
see above for more details (links provided). 

 
 
 

 
• These points do not amount to retraction and does not change our clinical findings and 

discussions and final results. The biopsy reports are accurate. There might have been a 
labelling error on the magnification (we thank Dr Steven for pointing that out) which we could 
supplement with an erratum. As for the biopsy findings, Dr Steven or his team are not trained 
in liver pathology and pathology of acute liver injury and our descriptions are accurate.  
 

• Tissues and blocks are stored in our pathology lab. Patient confidentiality is maintained for 
such samples. These images are of the patient herself, before her death, obtained though a 
transjugular liver biopsy (performed by one of the co-authors Dr SR). Dr Steven or his team do 
not have the authority to access this data, but we are willing to provide the tissue blocks to 
the Journal and the Editorial Board/ Peer Reviewers should they choose to see it. There is a 
minimum required decorum and set of rules to ask for patient related raw data which Dr 
Steven does not even know about. We suggest he learn about the same. If Dr Steven or a 
member of his team (and no one else) who reviewed our manuscript could travel to our 
centre, we will be glad to show you/team the slides after obtaining consent from the dead 
patient’s family member. This would also be a chance for Dr Steven/or his team member to 
meet with the still grieving patient family and understand events first hand.  

 



 

 
• Please see one section above. The queries are similar and answers are already provided. The 

discussion Dr Steven makes in the paragraphs above are only technical which our technical 
team who performed the analysis have very strongly adhered to. These are all standardized 
tests and does not require long descriptions especially in a case report. It will only make for 
less space for pertinent discussions considering this is a case report. The discussion provided 
by Dr Steven has no relation to what the published report states. There is a lot of unnecessary 
technical discussion put into this ‘expert’ review that completely miss the point of the study.  

 



 

 
• Please see two sections above. All protocols are based on standardized techniques. These 

points are invalid in the context of the study and Dr Steven is trying to cherry pick rather than 
understand the complete manuscript and its conclusions.  

• Again, we would like Dr Steven to read our manuscript carefully. We have only shown figures 
of samples in which significant microorganisms were isolated, numbering 5. We did not claim 
there were pathogenic species. But genera containing pathogenic species.  

• 5% cut off is based on technical review of the diversity and nature of samples utilized for 
metagenomic analysis as is described in literature. For a detail review, please see 
http://chao.stat.nthu.edu.tw/wordpress/paper/97.pdf. These are all known facts and need 
not be discussed in detail in a case report.  

• We studied processed and ready to eat HDS products for human consumption. In terms of the 
filtering process itself, we used the filter_taxa_from_otu_table.py script command. Working 
according to the QIIME SOP and understanding that the biom file contains the taxonomic 
classification of each OTU, we used the following command: filter_taxa_from_otu_table.py -i 
your.biom -o your.new.biom -n o__Chlorophyta,f__mitochondria. Once that was done, we 
then filter the fasta file to drop any representative sequences that were removed from the 
biom file: filter_fasta.py -f your.fasta -b your.new.biom -o your.new.fasta. We then rebuild 
the phylogenetic tree if we utilized the open-reference or de novo OTU picking. These are all 
well known methods that form part of standardized protocol and due to lack of space in 
discussion due to word limits in a case report, these are understandably omitted.  

 
 

http://chao.stat.nthu.edu.tw/wordpress/paper/97.pdf


 
 

 
• The first point contains Dr Steven’s hypothetical descriptions on the published data which we 

welcome, but do not add to scientific value to the patient reported outcome in discussion. 
The claims made in the published manuscript are highly valid when considering from the 
clinical point of view which Dr Steven or his team members would not understand since they 
do not have clinical experience or training in dealing with liver disease patients. Dr Steven is 
merely twisting our published facts so as to make them sound invalid. But when viewed as a 
whole from the clinical history to the investigations, outcome and analysis, we believe that 
our data is strong and very supportive of our conclusions. Dr Steven again makes wrong 
statements regarding thyroxine. This is just very poor scientific discussion from him and the 
team. They do not understand or know clinical medicine and have ABSOLUTELY NO 
AUTHORITY to make such statements about a peer reviewed published scientific report. 
References are quoted for the sake of quoting without even the correct clinical linkage. We 
are discussing bacteria in the products and Dr Steven changes the course of discussion toward 
bacteria in the patient. This is just absurd. There are contradictions and a frustrated approach 



to find lame excuses everywhere in the manuscript without any substantiated or properly 
referenced or published data to these claims made by Dr Steven. 

 

 

 
 

• For methodology that is already standardized and described, please see the sections above 

• Testing heavy metals in the patient is not required to substantiate drug induced liver injury. 
We did not specifically mention that ONLY heavy metals caused harm. It was the HDS product 
which we associate with liver failure in our patient.  

• How these heavy metals came in to the product is not our concern. It is the Company’s and all 
those who are associated with it. We can only shed light on what is wrong, the correction 
should be at source. This is concerning and we would like to educate the general population 
regarding the inhomogeneity of HDS manufacturing that would eventually help alleviate such 
critical patient outcomes.  

 
 
 
 
 
 
 
 
 
 
 
 
 
 



$ 

 
• We are not discussing wine and similar products. Our study is based on a different scenario. 

• We are not discussing body builders. Our study is based on a different scenario. 

• Presence of butyrolactones amount to adulteration or fermentation of HDS components 
which is also concerning regarding GMP.  

 

 
• Yes 

• As per technical descriptions on the hardware and software used 

• Please see REF 7 of the published manuscript. It speaks for itself.  

• Toxins can be direct or indirect. They can be metabolites also. Dr Steven does not substantiate 
his concerns well. 

• We did not claim that the patient died due to the presence of these toxins. She died due to 
Herbalife consumption. Herbalife was found to have these toxins in a separate analysis. We 
have only shown association. Further studies from Government agencies need to be 
conducted as post marketing surveillance and random sampling of such products from place 
of sale can be done to confirm our findings.  

• Toxicity can be idiosyncratic and dose independent. Dr Steven did not and cannot fully and 
strongly claim that every toxicity is only dose dependent.  

 



 
 

 
• Please provide data in humans or, is Dr Steven very sure that rat liver toxicity studies can be 

extrapolated to each and every human being with and without comorbid illnesses. This 
discussion from Dr Steven is invalid and unsubstantiated.  
 

$ 

 
• https://livertox.nih.gov/Herbalife.htm 

• Suspected components are well known and described and is mentioned on The Liver Tox 
website run by the NIH. No further strong evidence than this is required. We did not mention 
this as a reference due to lack of space.  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

$ 

https://livertox.nih.gov/Herbalife.htm


 
• Dr Stevens is working and residing in Canada. What data or regulatory rule experience does 

he have on GMP and HDS in India? Clearly, GMP was not well followed in the products we 
analysed. All methods utilized in this study are as per published literature, described 
protocols, peer reviewed for clarity and conciseness and hence blank statements from Dr 
Steven does not change any of that. 

• We have defined the levels in the published manuscript. Please read through again. 

• How can there be same taxonomic level? Taxonomy has different levels. 

• What each sample has is already discussed in the published manuscript. 
 

$ 

 
• We did not mention all of this is present in every sample. Please go through the figure again. 

All discussed genera are present in the figure in specified sections. Please do not make false 
accusations with regard to this scientific work. This is very serious and an insult to the journal 
and peer review and will not be tolerated. The serious problem is not for the authors as Dr 
Steven might have realized. It is for unknowing patients or persons misinformed regarding 
such products that might land them in critical illness state.  
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• Again, Dr Stevens makes a very, very wrong statement regarding Thyroxine and acute liver 

failure. Please understand that Dr Stevens critical statements are completely inaccurate and 
poorly substantiated.  

• All the unknown toxic phytochemicals could have been component of the supplements the 
patient has had before she developed liver failure.  

• Case report do not feature hypothesis. The observation from case reports can be utilized to 
prepare hypothesis for larger studies. 

• What proof does Dr Steven from Canada have on GMP of HDS in India? Has he visited the 
manufacturing units here? Does he oversee these processes? As advocates of public health, 
we plan to approach State as well as Central Government Health Department to reassess 
GMP, product assessment and random sampling of Herbalife and other similar company 
products. This depends on the amount of data we can generate on HDS related toxicities 
which is an ongoing prospective study soon to be registered after protocol completion. We 
invite Dr Steven to be part of this prospective study.  

 
 
 
 
 
 



 
 

 
• It was generated using QIIME and PICRUST 

• We have only provided factual results. Our conclusion on the death of our patient due to 
Herbalife was on clinical DILI based investigational and causality protocol.  

• Please do not discuss thyroid hormones again. They do not cause acute liver failure. 

• We did not claim microbiota from sourced samples caused death of the patient. Nowhere it 
is mentioned as such. We have only shown contamination and functional pathways associated 
with identified species. Please do not assume falsely. Figure 2c is representational of the 
microbiota identified and we have only mentioned the same. Dr Steven is overly worked up 
on the Figure that is only supportive but not conclusive. He is missing the ‘elephant in the 
room’.  
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• In our experience with publishing case reports (this is not the first one) with JCEH, case studies 

are peer reviewed. Such sarcastic statements from Dr Steven are not welcome. Please refrain 
from personal attacks, and refrain from shaming the journal and publisher as well. 

• Repeat question, please see answers in the above section 

• Please provide reference to substantiate the statements, Dr Steven. Our patient died of acute 
liver failure that involve multiple organs in the end stage. 

 

 
• Please. Read through the LiverTox description on thyroxine and liver injury. It is very different 

from what has been described in our study. We understand that Dr Steven has to and is trying 



very hard to find another cause to blame for the patient’s liver injury and death, but to be 
frank, there is none to blame other than the HDS the patient consumed. The peer review is 
accurate, was very constructive and above all, scientific in its approach to our case study. And 
all of Dr Steven false claims and tall paragraphs cannot change it. Did Dr Steven actually read 
the REF 27 he has quoted? Benvenga et al is on Amyloidosis and hypothyroidism and nothing 
related to our published study. 

• Falsely constructed, twisted statement by Dr Steven. Not valid and the real ‘bogus’ claim in 
this whole discussion. 

• Lay comments, no requirement for responses.  
 

 
• Thank you for pointing out the error in Th. As rightly suggested, it is Tl for Thallium. We would 

make an erratum for the same.  

• NGS analysis was robust and as per described literature. Herbalife products were tested as 
described in the Table and in the manuscript. We are clinicians providing care and comfort for 
our patients. We do not need to make up stories. All stories, some reported, some not, are 
real and lived by us, shared through a bond – both with the patient and the family. Accusing 
authors of a peer reviewed publication with false facts and character assassination is akin to 
criminal offense that may attract penalty from the authors and the journal. 

• It is appropriate. Dr Steven does not provide any strong evidence that makes it otherwise.  

• Dr Steven, in his description since the beginning of this letter, did not even bother to address 
the patient who died or her family who survived through this tragic ordeal. All discussions 
were on saving and protecting stakeholders. This kind of discussion from a basic scientist itself 
shows the poor nature of criticism that has been forced upon the authors of the published 
manuscript and the journal.  

 

 by Dr Steven Newmaster and colleagues  
VERY POORLY REFERENCED 


