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According to the World Health Organization, 80% of the population in developing countries depends 
primarily on herbal medicine for basic health care. According to the authors of this article, most published 
clinical trials of herbal medicines have focused on "either standardized extracts of single herbs or 
standardized formulas reflecting increased sponsorship of such studies by manufacturers in the increasingly 
important over-the-counter market." The safety and effectiveness of nonstandardized, individually prepared 
herbal prescriptions are the focus of this article. The authors, from Peninsula Medical School at the 
Universities of Exeter & Plymouth in the United Kingdom, conducted a systematic review to summarize and 
critically evaluate the evidence from randomized controlled trials (RCTs) for the effectiveness of 
individualized herbal medicine in any indication. 
 
The authors searched for RCTs of any form of individualized herbal medicine in any indication in electronic 
databases (Medline, Embase, Cochrane Library, CINAHL, and AMED), from the inception of the databases 
to February 2007. In addition, they searched the reference lists of identified trials and reviews, contacted 
experts in the field who have published similar studies, contacted professional bodies of herbal medicine 
practitioners, and hand-searched all back issues of the review journal FACT, a review journal edited by the 
third author, Prof. Edzard Ernst. They selected only those RCT's whose interventions were individualized 
herbal medicines specifically tailored for each patient. To be included, an RCT had to report data on any 
outcomes for both the active and control treatments.  
 
The authors used the five-point Jadad scale to assess the methodological quality of the included RCTs. Two 
authors extracted the following data by using a pro forma data extraction sheet: details of study design, 
quality of the study, participants, intervention, outcomes, and adverse events. A best evidence synthesis was 
conducted giving due regard to the quality of studies included. 
 
The authors identified 1345 references. The initial screening of the titles and abstracts identified 15 
potentially relevant references. Three of these trials were included in this review (one study was awaiting 
publication). Referring to their ability to locate only three trials by this process, the authors say that "in view 
of the long history and widespread use of medical herbalism, Chinese herbal medicine and Ayurvedic herbal 
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medicine in many and diverse indications, this should be a cause for concern." The three identified trials are 
randomized, double-blind, placebo-controlled trials of moderate to good methodological quality.  
 
The first study (Bensoussan et al.1), highly publicized when it appeared in the Journal of the American 
Medical Association in 1998,  compared individualized Chinese herbal medicine, standardized Chinese herbal 
medicine, and placebo in 116 patients with irritable bowel syndrome (IBS) during a 16-week period. The 
standardized treatment was a combination of 20 different herbs given as encapsulated powders. Of interest is 
that the findings presented in the abstract and those in the results section of this particular paper differ, say the 
authors. The abstract reports statistically significant findings favoring herbal treatment over placebo but refers 
to data derived from standardized and individualized herbal treatments combined together. The results section 
reports statistically significant differences favoring standardized treatment over placebo in all five of the 
study's outcome measures, but only four of the five showed significant intergroup differences favoring 
individualized herbal treatment over placebo.  
 
In a study by Hamblin et al.,2 the investigators compared 10 weeks of individualized herbal medicine with a 
placebo tincture in 20 patients diagnosed with osteoarthritis of the knee. Herbal treatment prescriptions were 
drawn from a formulary of 11 herbs based on responses to a questionnaire by 20 established herbalists. 
Patients continued their existing pain-killing and anti-inflammatory drugs during the trial and, in addition to 
the active or placebo treatments, also received dietary advice and daily nutritional supplements consisting of 
multivitamins and minerals, vitamin C, and omega-3 fish oils. Of the 14 patients who completed the 10-week 
study, no significant differences in the outcome measures were reported between groups.  
 
The third study, by Mok et al.,3 compared the effect of individualized Chinese herbal medicine with that of 
placebo on chemotherapy-induced toxicity in patients with early-state breast and colon cancer. The treatment 
was prescribed by one of three qualified Chinese herbalists from 125 different commonly used herbs. 
Treatments (including the placebo) were dispensed in the form of an herbal tea. Data analysis for 111 patients 
showed no statistically significant differences between groups for the primary outcome measure of 
hematological toxicity. No significant differences were seen between groups for responses to a quality-of-life 
questionnaire, and only one of 16 items measuring nonhematological toxicity – nausea – showed a significant 
difference favoring the active treatment.   
 
The authors conclude that individualized herbal medicine, as practiced in European medical herbalism, 
Chinese herbal medicine, and Ayurvedic herbal medicine, has a very sparse evidence base, with no 
convincing evidence that it is effective in any indication. "Because of the high potential for adverse events 
and negative herb-herb and herb-drug interactions, this lack of evidence for effectiveness means that its use 
cannot be recommended." 

 
This paper and its conclusions received considerable attention in the media, particularly in the UK, where it 
was reported and sometimes misreported that the paper's authors had concluded that individualized herbal 
therapies were useless and even unsafe. As a more careful reading of the paper itself would suggest, the 
authors' conclusions were not as stark or "antiherbal" as some media outlets and herbal advocates have 
reported. 
 
Stephen Daniells, a food science reporter for NutraIngredients.com, wrote in a commentary on this report that 
Alison Denham, from the National Institute of Medical Herbalists, told the BBC that it was impossible to 
draw conclusion from three small studies with "questionable methodology."  
 
"These treatments really can make a difference to people's health – that's why they have been used for such a 
long time… But there are certainly issues around the expertise of practitioners which need to be addressed, 
and we look forward to government regulation which imposes a high standard of training on anyone who 
wants to register," said Denham.4 



 
The American Botanical Council has long held the position that unproven does not equate to disproven. There 
are numerous medicinal plants for which no modern controlled clinical trials exist, but for which a long 
historical tradition of use, often supported by modern chemical and pharmacological research, strongly 
suggests some degree of therapeutic utility.  
 
As Prof. Ernst and his colleagues have discovered, the possibility that the very type of individualized 
treatment are not well tested in RCTs is supported by the paucity of such trials in the literature. Thus, the few 
trials that do exist may not provide sufficient basis upon which to draw any meaningful conclusions or to 
suggest therapeutic or public policy recommendations, one way or the other. 
 
Accordingly, these authors conclude that, "There is a sparsity of evidence regarding the effectiveness of 
individualised herbal medicine and no convincing evidence to support the use of individualised herbal 
medicine in any indication."  
 
Perhaps the term "convincing" might be clarified. In this case, convincing would require the presence of 
RCTs, which are already acknowledged as lacking in adequate availability, except for the 3 trials reviewed by 
the authors. Given the strong evidence-based medicine orientation of these authors, the reliance on RCTs as 
the sole criterion suggests that there may be other "evidence" that might be suggestive, although perhaps less 
compelling, i.e., from a scientific/clinical trial perspective. Nevertheless, to dismiss individualized therapy in 
toto basically dismisses the way that herbal medicine is practiced and has been practiced in most parts of the 
world in numerous systems of traditional medicine. 
 

―Shari Henson and Mark Blumenthal 
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