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Abstract: Most randomised trials on homeopathy are based either on a wrong 

epistemology, or on a misunderstanding of the homeopathic method, or on both. The 

result is logically irrelevant as seen with the efficacy paradox. In order to design trails 

appropriate to assess the effect of a homeopathic therapy, a more detailed 

understanding of the healing process is necessary. This article analyses the most 

frequent mistakes of homeopathic trials, the bias in their interpretation and gives some 

outlines for a better study design. 

 

Randomised double-blinded trials (RCTs) in homeopathy are a disputed topic. 

Disputed as some authors claim that it is hardly possible to conceive double-blinded 

trials, which meet the requirements of homeopathy. Others, as for example Edzard 

Ernst, one of the main critics of homeopathy, have the strong conviction that it is 

possible to conceive a RCT for every therapeutic method (1). Where do these 

differences come from? Where is the difficulty? 

 

The Teachings of the House Dust Mite 

A first set of problems shall be demonstrated with a study considered statistically as 

one of the best on homeopathy. It showed – as critics say – that the method does not 

perform better than a placebo. The design was: 242 asthmatic patients with a positive 

prick test for house dust mite have been given a C 30 potency of house dust mite. This 

remedy did not perform better than a placebo (2). For everybody with only a little 

knowledge of homeopathy the whole procedure must appear to be weird, as it has 

nothing to do with the method. Even the authors had been aware of this. They stated: 

“This treatment is not usual homeopathic practice but offers a testable model for 

differentiating between infinitesimal homoeopathic dilutions and placebo.” They 

called their procedure ‘homeopathic immunotherapy’. However, in their article the 

terms homeopathic immunotherapy and homeopathy are exchangeable. Why care 

about such subtleties, anyway? It seems to be of no importance that the foundations of 

homeopathy (individualisation and the principle of proving) are neglected,.  



Consequentially the related editorial in the British Medical Journal found that no 

further research on homeopathy is necessary as financial sources are scarce (3). More 

correct it would have been to state with Robert Temple: “When you have a trial like 

that you can learn two things...You can tell whether your drug is better than a placebo, 

and you can also tell whether the study is a useful study.” (4; p.86). Although the 

House Dust Mite Study is unsuitable to come to any conclusion about homeopathy it 

has been include into the notorious Shang meta-analysis of the Lancet (5). 

 

What does a Study Prove? 

Let us have a look at what the study actually proves. It proves that in a given setting a 

C30 potency of house dust mite does not perform better than a placebo.  

The study did not prove that 

- a different potency of house dust mite is ineffective in house dust mite allergy, 

- a C30 potency of house dust mite is ineffective in other diseases, 

- homoeopathic immunotherapy is ineffective, 

- homeopathy is ineffective. 

The list might not satisfy critics. But what satisfies a critic, at all? More important is 

the statement that this is not an arbitrary list. It points out to a central epistemological 

problem, which has been extensively discussed in the context of Russell’s Theory of 

Types. It says that a statement valid for a class is no longer valid for a member of the 

class and vice versa. Confusing the two logical levels results in statements that are 

neither true nor false. They are just meaningless and lead to paradoxes (6). Such 

paradoxes occur regularly in EBM research on regulative therapies. They are, and one 

has to be very clear about that, a consequence of a defective epistemology.  

That is, on a formal level it is impossible to refute a method (class) through a 

randomised study investigating one element of the class. The efficacy of a method is 

always a hypothesis, which cannot be disproved with the usual EBM design. When a 

study finds no efficacy of salicylic acid in breast cancer (7), it does not prove that 

salicylic acid is ineffective, nor that pharmacotherapy is only a placebo. 

 

Individualisation and the Practitioner’s Paradox 

Another shortcoming of the House Dust Mite Study is the lack of individualisation 

that constitutes the prerequisite for a correct homeopathic therapy. But 

individualisation is not good for studies. This does not only concern the homeopathic 



therapy. It is a general problem in medicine. The lack of individualisation is a major 

reason why evidence-based medicine is only moderately helpful in medical practice. 

Statistics are either robust. Then they are of little relevance for the individual. Or they 

are relevant for an individual. Then they can no longer be statistically robust (8). I 

have called this phenomenon the practitioner’s paradox. 

The practitioner’s paradox says that a physician has detailed knowledge about 

collectives and singular processes (physiological, biochemical or cellular activities). 

However, (s)he is faced with an individual patient for whom no evidence exists. 

Therapeutic practice is always individualising. Even a surgeon seeing patients only 

under anaesthetic individualises with every hand movement. I personally learned the 

lesson of individualisation in emergency medicine. The first lesson was: Forget about 

the equation ‘1 patient = 1 ampoule’. Give a drug in a dose appropriate for the 

specific patient (age, weight, hypothesis of the problem)! Look at the reaction! Repeat 

or change the treatment according to the observed reaction! Too much courage harms! 

Too much diffidence harms!  

Everybody acquainted with emergency medicine knows the advantageous effect of a 

correct individualising proceeding. And everybody knows the disastrous effect of a 

schematic proceeding. Absolutely the same is true for every other medical problem. 

This kind of medicine is called tailored. This is true for chronic diseasesas well. The 

only difference is that in chronic states the processes are much slower.  

Individualisation and Randomisation 

I once compared the discrepancy of individualisation/generalisation with the 

following example, which just reverses the logic of the usual randomisation: Let us 

take the mixed diseases of a general medical practice. Then we give everybody 

Paracetamol. The result of such a study would be absolutely meaningless (9). But this 

is exactly the situation when a homeopathic therapy is not individualised. It is no 

homeopathic therapy at all. It had been objected that this would dismiss 

randomisation (10). But how to randomise a human? 

Of course, the basic therapy of diabetes 1 or of a simple fracture might be 

standardized, to a large extend. But in medical practice things are usually much more 

complex. Often patients suffer from different diseases creating a situation for which 

no evidence exists (11). But even simple pictures are complex. Whoever lumps all 

kinds of low back pain together has never taken a correct medical record. It is said 



that a patient asked Pierre Schmidt, a well-known homeopathic physician, whether he 

had seen a case like hers before. He answered: ‘I hope not.’ This is in a nutshell the 

basis of an individualising medicine. 

Comparable problems with the efficacy control occur in psychotherapy. Kiene, a 

critic of a crude evidence-based medicine cites the following example: A five-year-

old autistic boy never spoke until he went to a music therapist. The therapist 

accompanied the screaming of the boy on the piano. This was the beginning of a kind 

of conversation they could gradually intensify. Finally, the boy started to sing his first 

words in his life, thus obtaining a certain ability to communicate (4: p. 54-55).  

From the point of view of evidence-based medicine such a narrative is without any 

relevance. The development of the boy could have been accidental, or the effect of the 

therapy might have been due to a placebo effect. In any case, it is impossible to educe 

the efficacy of music therapy from such single cases even, well, for once, there might 

be a certain plausibility. But a prove of efficacy? Never! 

Even that some observational studies show that music therapy is highly effective in 

traumatised patients (12) or after stroke (13) has little evidence. Smart statisticians 

will always find a lot of shortcomings in such studies. Moreover, observational 

studies are only of reduced validity. In short, whole methods can be characterised as 

ineffective by insisting on a certain kind of evidence. 

Oliver Sacks is an American neurologist who became famous for his case reports. His 

first account was his own case. After the immobilization of his fractured leg he 

developed a kind of a pseudo-paresis without neural lesion. He describes his state as a 

kind of somatic scotoma, as a disturbance of the plan of the body. The immobilized 

leg was eliminated from the inner representation. It was an unbelievable situation for 

him and for all of the consulted doctors. Sacks’ later investigations showed, however, 

that this phenomenon was quite common. Patients, suffering from it, knew it quite 

well. But it was overseen by doctors as they had and have no related theory (14). Then 

Sacks describes how he suddenly overcame this lack of perception by hearing the 

music of Mendelssohn. The music enabled him to move his leg again. 

For a strict ‘evidencer’ such an account must sound well-nigh ridiculous. How shall 

music bring such effects about? This must be belief, or expectation, or something like 

that. Reliable would only be a study like “The Effect of Mendelssohn’s Music in 

Postoperative Movement Disorders. A Prospective, Randomised, (Double-blind,) 

Placebo-controlled Trail” (the placebo might be the evening news) or “The Use of the 



Piano in the Treatment of Autistic Boys. A Prospective, Randomised, (Double-blind,) 

Placebo-controlled Trail” (the placebo might be a triangle). 

These examples, although seemingly absurd, demonstrate quite well how little the 

concept of randomised trials is able to depict the therapeutic reality. This is probably 

one reason for the fact that the best-known meta-analysis for psychotherapy (15) 

demonstrates no or only little efficacy for regulative psychotherapies whereas 

behaviour therapy performs much better. Behaviour therapy describes diseases and 

states rather similar to the orthodox drug therapy. Both have the same ‘construction of 

reality’.  

The question whether the measured efficacy really represents a real efficacy cannot be 

answered within EBM. This might sound incredible for convinced proponents of the 

method. But it is not only the logical consequence of Gödel’s incompleteness 

theorem. It is also obvious in looking at the medical practice.  

 

Good Studies – Bad Medicine 

The reduced ability of randomised trials to depict therapeutic processes can easily be 

translated into medical practice. There has been, for example, a study on low back 

pain, comparing the effect of a standardized physiotherapy (massage, warmth, cold, 

etc.) with the simple, standardized instruction to stay active. The result that 

physiotherapy is not superior to this simple advice (16), might not be of relevance. 

Important, however, is that both treatments (standardized therapy and standardized 

advice) are bad medicine. 

We have here a good example of the practitioner’s paradox. A standardised procedure 

is generally to be refuted when we work with the inner regulation. Everybody 

experienced in physiotherapy knows that something helpful for one person might be 

harmful for someone else. Therefore, we might state as a rule of thumb: The better the 

methodological preconditions of a study the worse the practiced medicine. 

This is not only true for the therapeutic measures, but for the therapeutic context, as 

well. This shall be demonstrated with the following experiment: In hamsters it has 

been shown that wounds heal quicker if the wounded is in a normal social context. If 

the animal was put into a glass tube (comparable to a hospital?) the wound became 

even worse (17). In the second case a therapeutic intervention might prove effective 

but would turn out to be a placebo in the first case. That is, the more supporting the 

frame conditions are, the less a specific therapy will perform better than a placebo. 



The conclusion is as simple as frightening: The more damaging the context of a 

treatment, the more effective a specific therapy will appear in the context of a 

randomised trial.  

That is, the better we treat our patients, the more we come up to their singularity, the 

more we support their self-healing process, the more a therapy will seem to be a 

placebo-therapy. This can be formulated even more strictly: If the activation of a self-

healing mechanisms is defined as a placebo effect and only the interference with inner 

regulation is defined as ‘specific therapy’, then every regulative therapy cannot be 

something else than a placebo therapy (18).  

 

The Process of Tuning 

Evidence-based medicine has a rather trivial view on therapy. It postulates a defined 

state of disease, which vanishes or improves by a certain effective treatment. Too 

often such an improvement is minimal, polished by enhancing the benefit through 

statistical manipulations (19). Or it is nothing else than a symptom management on a 

low level of health.  

Real healing is different. It requires a profound change of the whole regulation, 

frequently including a change of behaviour, as well. This process of psycho-

physiological reorientation is called tuning in naturopathy (from the German 

‘Umstimmung’). It is a phased procedure, mostly accompanied by crises. It is in no 

case a jumping from state A to state B.  

The best-known phase is the initial deterioration. This term refers to an overreaction 

of the organism, a worsening of the symptoms at the beginning of a therapy. It 

appears in (nearly) all regulative therapies, but it is also observed in the orthodox drug 

therapy. There it is called paradoxical pharmacology (20). The initial deterioration 

shows the activation of inner control mechanisms. It is a typical sign of open 

systems.1 

Research in chronobiology showed that chronic diseases are characterized by a lack of 

inner rhythms, whereas crisis-laden processes signify a healthy reaction with a better 

prognosis (21). A certain sensitivity is needed to meet such crises appropriately, to 

distinguish them from real deteriorations and to handle them in a way that neither 

                                                 
1 “If we find overshoot or false start – as is the case in many physiological phenomena – we may 

expect this to be a process in an open system with certain predictable mathematical characteristics” 

(46)  



impedes the burgeoning inner regulation, nor exposes the patient to the risk of 

complications. How shall all this be handled in the frame of a randomised trial? 

The following reflection shall demonstrate how little the corset of the double-blinded 

trials is appropriate for a regulative method. Let us take a study on asthmatic patients. 

These patients would be divided into two groups. The patients of the first group 

would receive a correct homeopathic treatment (individually chosen), the patients of 

the other group a placebo. Due to the blinding, the therapist would never know 

whether (s)he has chosen a wrong remedy or whether the patient belongs to the 

placebo group, when no reaction occurs. Although some would refuse such a 

procedure out of ethical reasons, it might be necessary to participate in such a trial for 

the sake of the statisticians.  

However, the whole setting collapses in the case of a complication. In an asthmatic 

crisis or in fever neither the therapist nor the patient would agree to maintain the 

blinding. Of course, it would be possible to remove patients with complications from 

the trail. But by this one might eliminate all responders, as the crises might show the 

start-up of the own regulation. In such a case, the pool of remaining patients would 

not show a major difference to the placebo group anymore.  

It would also be possible to conceive studies only for such diseases and conditions, 

where vehement reactions cannot be expected. In fact, most studies have been 

conceived for such conditions. But under such circumstances no therapy is needed (as 

it shortens symptoms for 1.3 days, a result only of interest for marketing reasons). Or 

it concerns cases where a tuning cannot be expected, either because the study is too 

short and/or where an orthodox therapy impedes partially the inner regulation of the 

patients. Such cases give no real evidence about the therapeutic potential of the 

homeopathic method.  

 

The Efficacy Paradox 

The Munich Headache Study had been a carefully planned, randomised, double-

blinded study conceived in cooperation with known homeopaths (22). It fulfilled their 

a-priori-criteria. The study involved 98 patients who suffered on average of headache 

for 23 years with a frequency of 2-3 times a week and a duration of more than 8 

hours. As these patients used different analgesics they were informed to use the 

prophylaxis according to the German Migraine Society. The duration of the study was 



12 weeks. The homeopathic team saw the patients twice. Once at the beginning of the 

study and a second time after 4 weeks. Then the prescription could be altered.  

At the end of the study there was no significant difference between the verum and the 

placebo group. At most the outcome of the placebo group was a little better. However, 

in both groups there was an improvement of about 25% regarding frequency, duration 

and intensity. That is, the therapy was effective, the administered remedy not. 

As always, when a result does not come up to the own expectations, homeopaths 

raised certain objections against this study. They maintained that 

- the duration of the study had been too short, 

- the discontinuation of the usual analgesic therapy might have provoked side 

effects, 

- the design of the study had been too simplistic regarding the severity of the 

disease, for example the idea that one remedy might cure such long-lasting 

conditions, etc. 

The cogency of these arguments will be discussed below. Here it is important to deal 

with the efficacy paradox. This paradox is not restricted to the Munich Headache 

Study. It also occurred in the House Dust Mite Study. Furthermore, all detailed 

randomised, double-blinded trials on acupuncture show the same result (23; 24; 25; 

26): The method as such is always superior to an orthodox drug therapy. But the 

specific intervention does not perform better than a placebo intervention.2  

Logically these studies provide the following evidence: An ineffective therapy (the 

regulative therapy) is more effective than an effective therapy (the EBM licensed 

standard therapy). We encounter such paradoxes regularly in the case of a violation of 

the logical types, when the class is confused with its elements. That is, we see here 

neither a statistical nor a medical problem. It is the expression of an unsound 

epistemology. As a consequence, the results of such studies are neither valid nor 

invalid. They are meaningless. 

This is easily translated into medical practice. Most critics of alternative medicine 

conclude (based on these studies) that homeopathy and/or acupuncture are ineffective 

and should be no longer paid for by the NHS or even totally forbidden. 

                                                 
2 The efficacy paradox resembles the dodo bird verdict of psychotherapy claiming that all therapeutic 

methods are about the same effective (47). 



But the only permitted logical conclusion would be that the orthodox drug therapy 

should be no longer paid for by the NHS or even totally forbidden, as it performs 

worse than an ineffective therapy. 

However, both conclusions are irrelevant in the final analysis as they are based on a 

wrong hypothesis. It is the hypothesis that such trials are apt to judge methods or 

strategies of therapy. They only give a certain hint for a specific intervention in a 

certain context.  

Only one thing is sure: All this is a logical mine field. Whoever argues carelessly – 

and nearly everybody does – is able to prove whatever one wishes. The sad thing is 

that such arguments are mostly used to defend the own position. Rarely the aim is to 

benefit the patients, to conceive the best therapeutic strategy. 

 

Criticism and Good Faith 

The criticism at homeopathy has always been vehement and emotional. The 

accusation of quackery is still prevalent (22), and some maintain that CAM "ought to 

be as extinct as divination of the future by examination of a bird's entrails“ (1). 

Unfortunately, many of these critics do not meet their own requirements, neither in 

terms of scientific knowledge. nor in their ethical attitude. This is true for most 

sceptics who make it their business to eradicate homeopathy. It is amazing how basic 

scientific principles are neglected, how every publication in line with the own belief is 

blindly recited. The New Scientist formulated once: “You’d be a fool to believe 

everything in the papers. Made-up facts, half-baked analysis, hand-picked conclusions 

- yes, scientific papers can seem no more reliable than the tabloid press” (27). The 

efficacy of modern medicine is never questioned. Its contribution to longevity is 

stressed on every occasion. Often there is little evidence supporting all these claims. 

For example, the reduction of the traditional infectious diseases, which constitutes the 

main reason for the increase of life expectation (28), has nothing to do with medical 

developments (drugs and vaccinations included), at least, according to all 

epidemiological data (29; 30).3 Even the polytraumatized treated in intensive care 

units have no better life expectation than the polytraumatized on the battlefields of 

Waterloo and Trafalgar (31).  

                                                 
3 This applies for the industrialized countries. The situation in developing or underdeveloped countries 

is more complicated and cannot be analysed in this context.  



The research on perception shows that we perceive only a part of our outer reality. 

Most of our perception is a sort of good faith. Comparable is the situation when it 

comes to the perception of efficacy in medicine. The difficulty is that we do not know 

what is real and what is invented. We do not see our blind spot. We do not see that we 

do not see (32). This is also and especially true for the passionate critics of 

homeopathy. For them applies a statement of Bleuler who once said that too sceptical 

persons are simultaneously too gullible (33).  

A health benefit found in certain studies gives little meaning for the total. This shall 

be demonstrated with the following example: The vaccination against Haemophilus 

influenzae (34) and pneumococcus (35) lead to a major decline of meningitis by these 

germs. However, the number of bacterial meningitis has not decreased to the same 

amount in both studies as other germs stepped into this breach.  

That is, all these positive studies do not necessarily sum up to a better health. 

Additivity in biological systems cannot be assumed, anyway. Also, the opposite effect 

can be seen. Patients with long-standing drug consumption come to the homeopath 

and after one or two years of homeopathic therapy they are healthy. In this case a 

series of ‘ineffective therapies’ sums up to health.  

 

Meta-Analyses and Evidence Biased Medicine 

Two much disputed meta-analyses on homeopathy had been published in the Lancet. 

One of Linde et al. (36) and one of Shang et al. (5). The story of their publication and 

their impact have been described in detail by Singh and Ernst (37). The negative 

Shang meta-analysis has been enthusiastically welcomed by all critics of homeopathy, 

whereas the homeopathic camp raised a lot of objections (38). The two main 

objections (described more in detail in part 1 of this article) were that   

a) the Shang meta-analysis is a collection of a few hand selected studies and the 

authors conceal which studies they used,  

b) most used studies had nothing to do with homeopathy as, for example, the 

House Dust Mite Study.  

Although every publication of this kind becomes an object of criticism, this certain 

one is somehow outstanding. It meets all criteria for what is called evidence biased 

medicine: selective view, poor epistemology and the concealing of important data.  

Such a proceeding is not only unacceptable in a sound scientific discourse. It also 

generates a political problem as political action is taken on the basis of such fake 



knowledge. As it might have been expected, the objections of the homeopaths have 

never been responded to or if, only superficially (37).  

Although positive overviews for homeopathy (39) and its cost efficiency (40) exist, 

orthodox scientists attribute little or no evidence to these studies. However, they 

cannot be worse than the Shang meta-analysis.  

 

Cynicism and Compassion – the Handling of the Efficacy Paradox 

During recent years a lot of carefully designed studies concerning the regulative 

therapies homeopathy and acupuncture have demonstrated the following pattern: The 

more a study is in step with the medical practice, the more it embraces an individual 

therapy, the more probable is a positive outcome. The more statistically valid a study 

is, the more probable is that the method will perform better than an orthodox standard 

therapy. However, it is not possible to relate the effect to a defined intervention. 

Nevertheless, in both cases the regulative therapy performs better than the orthodox 

therapy.  

There are many possibilities to explain the efficacy paradox. Some have already been 

discussed. The orthodox explanation is that these methods are mere placebo therapies. 

That they are ineffective, useless und unethical. This conclusion is deeply cynical. It 

not only contradicts all findings. But, even worse, this attitude does not ask what the 

effective factors are. The proven efficacy is labelled with a poorly defined term (a so-

called explanatory principle) and dismissed as inferior, pretending that the orthodox 

therapy is superior. Moreover, the used arguments do not stand up to scientific 

analysis. 

Hypothesis: Impressive Therapy 

Singh and Ernst compare CAM therapists with Franz Mesmer (and Uri Geller). They 

put them in a line with mentalists, illusionists and magicians (37). But is not orthodox 

medicine much more comparable with Mesmerism? It has all these impressive 

machines, its rituals and buildings. Homeopathy has nothing like that. Should these 

granules really be more impressive than these perfectly designed drugs or even as 

injections? Placebo research contradicts explicitly such a hypothesis. No, homeopathy 

is the most unimpressive of all methods. One might still argue that this simple 

procedure has a certain charming touch. But if we start like that, all arguments 

become arbitrary.   



Hypothesis: Human Medicine 

Another often heard argument is that a stronger interest for the patients, a more 

human approach would be the main effective factor. But this is too much of an honour 

for homeopaths and an insult for all orthodox colleagues doing seriously their job. But 

even if true, why would this be an argument against homeopathy? Isn’t it pure 

cynicism to try to extinguish homeopathy postulating that the orthodox medicine 

would be as effective or even more effective if it were equally human? Or worse: 

What kind of science is it that maintains that something effective is ineffective on the 

basis of trails that prove exactly the opposite? What are the principles of a science 

regarding basic human values like compassion, dignity or beauty as a mere accessory 

matter, as a placebo effect, as an inference factor in determining the ‘effective’ 

element, the really ‘specific’ therapy? It seems not to be important what is happening, 

but what can be measured with a certain instrument. 

Moreover, there is not the slightest proof for the ‘human medicine hypothesis’. 

Should homeopathy really be a super psychotherapy? The related research does not 

suggest that psychotherapy is that effective (15). 

Hypothesis: Belief 

What remains is the hypothesis that homeopathy works as people believe in it and 

want it to work. This implicates that homeopathy would not work if people would not 

believe in it. Actually, Ernst refers to this argument quite regularly (37). But, again, 

this is against all evidence. Those studies which looked into the matter (as the Munich 

Headache Study) found no special expectations of the patients.  

Hypothesis: Clandestine Drug Therapy 

There are other possibilities to explain the efficacy paradox and the obvious effects of 

homeopathy. The most absurd is from Singh and Ernst, suggesting that homeopathic 

remedies might be contaminated with steroids and/or other drugs (37). 

 

Curation and Palliation   

The end of homeopathy has not come, despite all hopes of international medical 

journals. There will be more studies on its efficacy. But does it really make sense to 

continue like before? To do the same trials the same way? Obviously not. From an 

epistemic point of view, it is difficult, or better impossible to decide whether 

homeopathy is effective or not based on the usual trials. But the question might be 



specified into different directions. To do this, the experience of former trials has to be 

taken into account, just as the principles of regulative therapies, in general.  

Assessment of the Efficacy Paradox  

Starting with the placebo hypothesis it would be important to know how long the 

efficacy paradox persists. The longer-standing studies on acupuncture (42) provide a 

first information. They demonstrate that even after half a year the alternative method 

is still better than the orthodox therapy, but not better than a placebo intervention. 

This is astonishing. The usual concept, summarized by Ernst, says that “there is lots 

of data to show that placebo effects are notoriously unreliable; somebody who 

responds today may not respond tomorrow; responses are not large in effect size and 

they are not usually long-lasting.” (43). On the other hand, if we assume an effective 

treatment we would expect a better outcome of the method after such a time.  

That is, we should revise our assumptions of healing effects fundamentally. Healing 

processes take much longer than the common sense suggests. A long-standing 

efficacy paradox means that other, unknown factors are pivotal for the improvement 

of the patient (placebo hypothesis), or other factors impede the therapeutic power of 

the method (verum hypothesis), or both. It seems to be necessary to investigate such 

factors as they are crucial for the understanding of therapies.  

Observational Studies  

Answered is the question whether homeopathy is an effective and economic 

alternative under the conditions of everyday practice. It is. But also this could and 

should be investigated more in detail. Do the results of studies of lower evidence still 

prove to be true in a larger context? In a longer range of time? Under which 

conditions? In which diseases? What criteria are necessary to judge such conclusions? 

How comparable are the starting points in the general and the homeopathic practice? 

What is the significance of individualisation in the orthodox practices? It might turn 

out that the principles of EBM are less applicable in the general orthodox practice 

than its proponents claim.  

Such problems cannot be investigated in randomised or double-blind trials. 

Nevertheless, such investigations would establish a better understanding of the actual 

medical practice. That is, the comparison orthodox and regulative therapy would 

provide a deeper insight into the course of therapies. It would be a genuine therapy 

research. 



 

The Problem of the Study Design in Regulative Therapies  

Starting with the verum hypothesis, other strategies are necessary. To formulate such 

strategies, it is helpful to analyse the objections against the Munich Headache Study 

and to combine them with the practical experience. Here some basic thoughts. 

1. One-Remedy Therapies 

Of course, there are cases where one remedy solves all problems. We might estimate 

the percentage of such cases according to our experience. But tests show that such 

estimates are always wrong. Quite sure is, however, that it is the minority in chronic 

disease. Thus, the result of the Munich Headache Study is not really a surprise.  

2.  Spontaneous Remission 

There are cases where we treat a patient until the symptoms vanish on their own, the 

so-called spontaneous remission. This is no placebo effect. We amuse the patient, as it 

is traditionally said, until the self-healing mechanisms have done their work. In the 

Munich Headache Study and other chronic diseases this cannot be expected. Actually, 

in homeopathy ‘chronic disease’ is defined as a condition where self-healing 

mechanisms are no longer able to regain an equilibrium, but where a slow and steady 

decline of vitality is observed. In such a case we would expect only a superficial 

effect of a placebo, but also from every therapy not able to induce a fundamental 

tuning with all its necessary phases. 

3. Observation Period 

Long periods of observation are necessary to evaluate the effectiveness of a therapy, 

especially when it comes to the assessment of the tuning process. Also, the pattern 

‘helps short term – harms long term’ of the orthodox drug therapy (part 1) makes long 

periods of observation necessary. Two consultations in 3 months as seen in the 

Munich Headache Study are a genuflection towards a ‘correct’ EBM design. But it 

does not represent the practical reality. Hence, it would be important to test whether 

more frequent consultations and/or longer studies change the effectiveness of a 

therapy.  

4. Biological Hierarchies and Hering’s Rule  

The criteria of homeopathy how to judge the effective course of a therapy have not 

been considered by any study, yet. These criteria are laid down, for example, in 

Hering’s Rule. It says that the improvement of inner regulation follows certain rules 



and is not limited to a certain symptomatic level. The whole situation has to be 

considered. Orthodox medicine does not possess a comparable dynamic model of 

therapy, although basic research in biology features lately comparable concepts under 

the header of ‘biological hierarchies’ (44).  

The investigation of therapeutic processes and its different phases is, at first, 

independent of the used therapeutic means. Thus, the according research is unrelated 

to the question whether the homeopathic remedy is an effective drug or not. 

Investigating the process of therapy, not its means, might lead to a better assessment 

of the course of events. In this case, even evidence-based medicine might profit from 

a research on homeopathy.  

5. Rigidity vs. Free Regulation 

In order to judge appropriately regulative therapies, it is necessary to observe the 

rhythms of the organism. That is, the knowledge of chronobiology must be taken into 

account. This has always been done in homeopathy, however only on an empirical 

level. As already mentioned, chronic diseases are characterized by a lack of rhythms. 

They show a higher degree of rigidity. In contrast, a healthy metabolism is 

characterized by strong fluctuations far from an equilibrium (45). Analysing the 

Munich Headache Study, it becomes clear that the patients had been far from a free 

inner regulation after taking pain killers often for decades. That is, the study took 

place in a realm, which must be characterized as palliative, not as curative. In such a 

case it is necessary to restore a better regulation, first, before a real therapy is 

possible. But this takes time and is a difficult and very individual process. 

6. Therapy does not Equal Therapy 

It has to be distinguished  

- whether a therapeutic intervention aims to increase rigidity, what might be 

necessary, at times; 

- whether a therapeutic intervention aims to decrease rigidity in order to lead to 

a free inner regulation; 

- whether a therapeutic intervention happens in a realm of a freely regulating 

organism. 

In each case different criteria are necessary to assess efficacy. Throwing everything in 

one pot, one gains a rather turbid therapeutic soup where single components cannot be 

judged sufficiently. In the usual context of randomised trials such considerations do 



not play any role, as most orthodox therapies are designed to increase rigidity and/or 

to be palliative.  

 

Conclusions 

Most, if not all former studies on homeopathy and regulative therapies have been 

based on wrong assumptions about the nature of therapy. Basic principles like the 

function of the inner regulation have not been understood or have not been considered 

appropriately. The lack of individualisation is the best-known neglect. As important is 

the inexistent distinction between curation and palliation. This distinction is crucial to 

develop an appropriate strategy of observation. Naturally, such a view would take 

different phases like initial deterioration or acute exacerbation into account. It would 

also suggest an appropriate time frame.  

The usual design of a randomised double-blind trial cannot cope with this kind of 

complexity. That is, the usual procedure of evidence-based medicine does not lead to 

best evidence. It does not provide reliable statements about which therapy offers the 

best benefit for a patient. Best evidence must be based upon several pillars, especially 

when it comes to regulative therapies aiming to improve robustness. To do this, more 

sophisticated methods of observation are required.  

In homeopathy we are just starting, admittedly somehow late, to develop appropriate 

models for an adequate prove of evidence. An evidence-based homeopathy needs new 

theoretical models. These are slowly emerging. However, there are two main 

obstacles. Firstly, such new models must be developed interdisciplinary. This would 

require a discourse with the orthodox medicine and not against it. This is a difficult 

undertaking as the reservations of the orthodox side are considerable. Secondly. there 

is a lack of financial and organisational resources. Although there is at least one 

professorship for CAM, we all know that this chair has done little to provide an 

epistemic basis for a sound scientific discourse. 

 

 

This article is a revised version of the German “Evidence-biased medicine und Zynismus, 

Homöopathie in der evidenzbasierten Medizin – Teil 2“. 
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