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Abstract

Objective The aim of this study was to search for indications that qigong exercises can be a useful concomitant treatment of headache and migraine.

Methods We studied the effect of selected qigong exercises from “15 Formulas of Taiji Qigong Exercises” by Jiao Guorui as a concomitant treatment of migraine and tension headache. 95 participants (among them 90 women, mostly of middle age) took part for 34 weeks on average. Therapeutic factors of this “active part” of traditional Chinese medicine were considered to be the practising of tension and relaxation, rest and movement as well as imaginative elements.

Results In baseline, corrected for 28 days, the number of days with headache (primary efficacy measure) were 8 for the total collective, as opposed to 5 days in follow-up (median, p< 0,001). The median of days with headache per participant was reduced by one day.

27 of the participants (28 per cent) qualify as responders, according to international recommendations, with a 50 or more per cent reduction in days with headache. For the group with 3 to 7 days with headache in baseline, the share of persons with 50 per cent pain reduction is 30 per cent, for the group with 8 to 14 days with headache in baseline, it is 34 per cent. Together, the two groups comprise 75 % of the participants.

Secondary efficay measures were “pain intensity” (measured in VAS) and parameters to measure health-related quality of life (HRQOL). They were also found to give statistically significant hints for clinical improvement.

Conclusions Supportive evidence from this pilot study suggests that qigong exercises can be a useful concomitant treatment of headache and migraine. Further studies are indicated.
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Introduction

Headache is a very frequent disorder. The Deutsche Migräne- und Kopfschmerzgesellschaft (German Headache Society, E.F.) (Diener et al. 2000) reports an incidence of migraine of 6-8 % in men and 12-14 % in women in Germany. Approximately 29 million people in Germany suffer from tension-type headache (Göbel et al. 1994). Direct costs for migraine therapy are an estimated 478.5 million € (Schmidt 2003, p.60), indirect costs are believed to be considerably higher. 

Headache therapy with drugs exclusively remains unsatisfactory. On the one hand, it is not efficient enough in many cases; on the other, a specific problem in headache treatment is that patients taking pain medication for acute pain on more than 10 days per month run the risk of developing a “drug-induced headache”. The intake of drugs against acute headache alone – many of them for sale without prescription – may produce headache. Diener (2001) pointed out with great urgency that a “medical overuse headache” may evolve even faster if the acute drug is highly efficient and powerful. With the substance group in use for now 11 years, triptanes that have an effect on migraine in particular, this may be the case after only 1,7 years on average. Prophylactic headache medication on the other hand may have side effects or contraindications as e.g. tiredness and spastic bronchitis in the case of beta blockers. 

Participants in courses organized by the medical Qigong Yangsheng society have reported for years that their long-term serious headache condition improved considerably. Such individual observations and discussions in the work group “Qigong in Medicine” and also among lecturers of the Medizinische Gesellschaft für Qigong Yangsheng finally led to a formal study into effects of Qigong exercises on headache in 1999. After a preparatory phase, the study was performed between the end of 2000 and the middle of 2002.

Migraine – tension-type headache

In 1988, the Classification Committee of the International Headache Society (IHS) designed a generally acknowledged classification in cooperation with international academic societies; this classification covering 130 types of headache including subtypes was revised in 2004, but the main topics of the classification of 1998 are still valid. The study described below covers concomitant treatment of migraine and tension-type headache. With more than 90 % these are the most frequent primary forms of headache, i.e. not occurring as a consequence of other disorders (Göbel 1998, p. 17). On the basis of the IHS classification for easy diagnosis, Diener developed useful differentiation criteria that were employed with minor variations for this study:

Questionnaire on headache anamnesis

from Diener, based on International Headache Society Classification, 1988

	
	Migraine
	Tension-type Headache

	How often?
	once or twice per month
	episodes:

once or twice per week

chronic: 

daily

	How intensive?
	medium to intensive
	light to medium

	How long?
	4 hours to 3 days
	more than 5 hours to days

	Where?
	unilateral, temples, neck, eye, also bilateral
	entire head

	Which type?
	pulsating, throbbing, stabbing
	dull, oppressive, feeling of having a tight band around the head

	Which further symptoms?
	sickness, vomiting, light and sound sensitivity
	minor sickness

	What do you do?
	rest in bed, darkness
	go on working


The various theories on pathogenesis of migraine and tension headache will not be discussed in detail; there will, however, be a short reference to the humoral-vascular theory according to which in a migraine attack, serotonin is released, with vasoconstriction followed reactively by vasodilation accompanied by pain (Goadsby, 2001, p. 250).

The neurogenic theory interpretes migraine as an integration attempt with disturbed stimulus processing. Migraine patients cannot “switch off”. This means that for migraine patients previous stimuli are experienced as new every time they occur. A migraine attack then is a very tormenting attempt at integration to cope with the disturbed processing of stimuli, something like a “purifying thunderstorm”. Inadequate stress processing, disturbed hormonal balance in women, changes in sleep-wake rhythm, exposure to strong light impulses and environmental factors are mentioned as the most frequent biological factors or environmental influences that might additionally trigger an attack.

Only few findings have so far been published on the pathophysiology of tension headache. The German Headache Society lists unfavorable job-related body postures, myofascial oromandibular dysfunctions, psychosocial and muscular stress, alimentary disorders, specifically insufficient fluid intake, irregular life-style and exaggerated performance behavior as causes of disease – comparable to the trigger factors in migraine. 

Headache from the perspective of Traditional Chinese Medicine (TCM)

The focus in Traditional Chinese Medicine is not so much on treatment of isolated clinical pictures: “The main objective in Chinese philosophy and culture is harmony; … experts practicing TCM do not try to isolate one factor causing illness and to attack it but rather to disvover a pattern of disharmony and treat it in such a way that the body is encouraged to recover its harmony unassisted” (Ross 1992, p. 23). Pain may thus be seen as an expression or external sign of disorders whose specific patterns of disharmony must be grasped with the diagnostic possibilities of TCM which are described as follows.

· From the perspective of Zang Fu, or five phases of change, there are many indications to associate migraine as an illness occuring in attacks with a disturbance in liver functions. External climatic factors inducing illness like the “wind” – that is associated with the liver – or internal factors like anger or rage – ‘trigger factors’ – combined with an instable basis may raise the yang of the liver and thus cause attacks. The eye which is seen as the ‘opener’ or organ connected with the liver is also affected frequently in this context.

· Among the five most important physiological substances from TCM, I will only discuss the relationship between Qi and blood in some detail here. In the context of a pain condition, a dull pain often to be found with tension-type headache or also with drug-induced headache may be seen as an expression of blood stasis, whereas a sharp acute pain may rather be related to a stagnation of Qi. 

· According to the “eight diagnostic rules” or “Ba Gang”, headache may be related to the polar pairs of criteria emptiness – fullness as a condition of pathological upper fullness and lower emptiness. A certain form of headache called toufeng means “wind in the head” and is described as follows in the classical essay Zhubing yuanhou lun (Engelhardt, 2002), the first official work on medicine written by order of the Emperor in the year 610: “ The presence of wind in the area of head and face is mainly due to an (energetic) emptiness of the body ... with more serious cases, there will be headache” (Despeux, 1995, p. 129). 

Drug-free headache therapy

Drug-free therapies are of increasing importance worldwide as concomitant treatment of headache. Therapy recommendations published by the German Headache Society (Pfaffenrath et al., 1998, Diener et al. 2000) are based on the idea that serious forms of headache in particular require therapies both with and without drugs. Some “drug-free therapies” have been incorporated in these recommendations:

· Behaviour therapy*

· Relaxation therapies*

· Progressive muscle relaxation according to Jacobsen*

· Biofeedback therapies*

· Endurance sports*

· Autogenous training

· Imagination

· Music therapy

· Physicotherapies like remedial gymnastics or massage

· Transcutaneous electric nerve stimulation (TENS)

· Acupuncture

* recommended by the Deutsche Migräne- und Kopfschmerzgesellschaft

Pain-relieving effects of Qigong

In Traditional Chinese Medicine, Qigong is often considered the active part of acupuncture. Body exercises guided by mental activities and images are intended to help maintain or recover a harmonious state of being. Originally termed “practices for life care”, such training exercises were later called qigong … meaning “work on qi” or simply “qigong exercises”. The scope of meaning of the term “gong” reaches from “success”, “effect”, “work”, or “discipline” to “deserving action”, which according to the Daoist thinking is a “morally commendable act” and as such “scrupulously registered by the heavenly bureaucracy” in the assessment of a candidate (Engelhardt 1997, p.18). 
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Early texts describe headache-relieving effects of individual Qigong exercises. There is e.g. an exercise called “Dongfang Shuo takes off his cap and resigns his post”; the description given for the effect says: Grasping the wind and the thunder with both hands, it is possible to cure such lasting headaches in particular that are produced by the existence of wind in the head (toufeng) and tumors of the brain (hunnao sha) (Despeux 1995, p. 129) 

The exercise programme and teaching system Qigong Yangsheng – The therapy chosen for this study

From the wide range of Qigong exercises now known in Europe as well, this study is based on selected exercises from the exercise programme Qigong Yangsheng according to Jiao Guorui. Professor Jiao Guorui (1923-1997) was a Professor of Traditional Chinese Medicine at Beijing University and a Qigong master. He taught Qigong Yangsheng in Germany for several years after his retirement. For him, the significance of an appropriate conduct of life, of which Qigong exercises are only one part, was such that he called his teaching and exercise system “Qigong Yangsheng”. The term “Yangsheng” means “nourishing” or “cultivating” life and stands for “art of living” or “conduct of life”; its sources are many and go mainly back to the Tang period (618 to 917).

Key points of Qigong practice

Jiao Guorui gave a short description of requirements governing his exercise principles of “Yangsheng”, summarized in six so-called key points (1989, p. 60). These principles are presented below from the perspective of headache therapy.

· Relaxation, rest, naturalness

This first requirement refers to physical as well as mental relaxation. “Relaxation therefore does not mean absolute relaxation but rather a pleasant state where tension and relaxation are well-balanced” (Jiao Guorui, 1996, p. 24). Relaxation is the prerequisite for the emergence of tranquillity, in particular equanimity of thinking. Jiao Guorui frequently uses the term “ a hord of wild monkeys” to describe a state of agitated thinking (Jiao Guorui, 1996, p. 24). “Naturalness” permits participants in exercises to adjust the general exercise requirements, e.g. those of body posture, to their own conditions and needs.

· Imagination and Qi follow one another

The term “imagination” is a translation of the Chinese term “Yi”. “Yi always describes an active intellectual activity with specific characteristics and specific contents and qualities as part of Qigong exercises.”1

 (1 Hildenbrand in Hildenbrand et al. 1998a, p. 172)

In practical exercises the use of the imagination “Yi” provides the chance to influence physiological processes through intellectual activity and imagination. Colourful descriptions of exercises are very helpful in this context, and also for the exercises used in this study. They comprise among other things the image of the deeply rooted pine in the first preparative posture, the tranquillity of the moon in the second exercise, or the lightness of clouds in the fifth exercise. In addition, the exercise “carry the ball to left and right” (3rd exercise) and also the fifth (“horse step – hands like passing clouds”) demand full attention. Thoughts may thus be diverted from pain, an approach that is also deemed important in sports therapy as part of pain management (Gerber et al. 1987).

· Movement and rest belong together 

The image of a pine, deeply rooted and calm, is associated with the first preparatory posture “standing like a pine”. This exercises may be practised for short or longer periods as an exercise in external calm. If, however, the external physical tranquillity of this posture produces disagreeable emotions of a physical and also intellectual nature in the practising person, then he or she is allowed and even encouraged to let the pine move just like a real pine moves elastically with the wind. 

· “light” above, “firm” below

The principle “lower firmness” may have a counter-effect on the pathological state of headache “upper fullness – lower –emptiness” and continues throughout all exercises. 

· “The proper measure”

It is possible and sometimes necessary to adjust exercise conditions to the physical and intellectual capacities of participants. Migraine patients have to be exhorted frequently not to exceed their own potential. This reminds us of therapy principles in behaviour therapy for patients with migraine and also with tension-type headache. Participants should learn to recognize overstrain – whether induced by themselves or by others – in time and to react accordingly. 

· Practice step by step

A possible disturbance in processing stimuli for migraine patients has already been mentioned. This would make it difficult to concentrate on one task. The process of learning Qigong exercises, in contrast, requires to do one thing at a time, i.e. to focus on one thing or one exercise exclusively and “step by step” in a defined sequence, and not to bother with the next exercise until later. The physical well-being described by many participants after the first few training lessons might be very helpful. 

Selected exercises from the “15 Taiji Qigong Exercise Movements”

Jiao Guorui designed this sequence of exercises based on the “13 expressions of the Taiji exercise with stakes” described by the legendary Daoist Xu Xuan Ping in the time of the Tang dynasty (618 to 907). I selected the first six exercises from the entire cycle, including preparatory and concluding exercises, for this study. 

1. Regulate the breath, quieten the mind/spirit

2. part the clouds, carry the moon

3. Carry the ball to left and right

4. Push the mountain with both hands

5. Horse step – hands like passing clouds

6. The condor spreads its wings

The following aspects should be underlined in particular:

· Images evoked from animated or not animated nature are pleasant and harmonious, comparable to the above-mentioned imaginative procedures.

· If performed more intensively, these exercises may support the “healthy” conduct of life postulated in sports and movement therapy. 

· The exercises comprise a therapeutic component with regard to the pathological strain present in tension-type headache in particular and thus may help to change over from a sympathetic state to a parasympathetic state. 

The exercises described here in combination with individual practical experience were the starting-point for a study into the effects of selected Qigong exercises on headache.

Methods

The study was performed in pursuance of the “Guidelines for controlled trials of drugs in migraine, first edition, International Headache Society (IHS) Committee on Clinical Trials in Migraine, first edition (1991)” and the “Guidelines for trial of drug treatments in tension-type headache, first edition, International Headache Society (IHS) Committee on Clinical Trials (1995)”. This applies specifically to definition of target sizes and of procedures including baseline and follow-up, and also to definition of measurement data and criteria, and inclusion and exclusion criteria. However, these recommendations do not contain detailed guidelines for research into “drug-free therapies”. 

Diagnostic instruments were those usually applied in pain treatment, among others the StK2 questionnaire at the start and three follow-up questionnaires at defined measurement points. 

(2 StK: Schmerztherapeutisches Kolloquium – Deutsche Schmerzgesellschaft e.V., Adenauerallee 18, 61440 Oberursel. E-Mail: stk.zentrala@stk-ev.de)

In addition a pain journal was designed for continuous registration of pain levels and exercise effects. 

All calculations were standardized for 28 days. Different persons were responsible for study performance, data input and evaluation respectively to ensure maximum objectivity in data acquisition. 

The purpose of this study was to assess the efficiency, feasibility and definition of appropriate measurement parameters and points in a (single-branch) phase II study. “The results of explorative clinical assessments are no formally unequivocal supportive evidence, but they provide a basis for planning and design of subsequent confirmatory phase III studies” (J.A. Schwarz 2000, p. 144). The purpose of the study was to test suitable measurement methods and to develop hypotheses, not for obtaining evidence.
So the objective is hypothesis generation versus validation of the method explored. This definition determines the methods used in evaluation:

· The group analysed includes all 95 evaluable participants (per protocol) with no differentiation by diagnosis.

· All of the analyses were carried out descriptively at a non-parametric level.

· Group-related parameter changes were analysed in a comparison between the individual study phases.

· Case-related parameter changes were assessed in a comparison between the baseline and the follow-up period and evaluated over the study period using the Friedmann test for hypothesis generation.

The study protocol stated 80 as the required number of participants, therefore the multicentre design was planned from the beginning. This was another practical reason to opt for the “15 expressions of Taiji-Qigong according to Jiao Guorui” as therapy. Previous studies by Reuther on the effects of Qigong exercises on asthma bronchiale (Reuther 1997) and Ritter on arterial hypertension (Ritter 2000) also adhered to this sequence of exercises. This sequence is taught by qualified Qigong teachers in weekly sessions at a variety of community institutions, e.g. adult education centres. A sufficient number of course teachers and physicians was therefore ensured. 

Design study phases, according to the study protocol

4 weeks
8 weeks
8 weeks

8 weeks
4 weeks

phase A1
phase B1
phase C1

phase B2
phase A2

baseline
treatment
private training
treatment
follow-up

interval
course

no course

course

no course

A

F1




F2


F3

………………………………………………………………………………..partial reimbursement of course fees

……. . Headache diary 

A
pain anamnesis questionnaire

F1-F3
follow-up questionnaire

Explanation: After an interval of four weeks, the baseline, the therapy begins as a course. The first six exercises from the 15 expressions of Taiji Qigong are taught on 8 days, once per week for 90 minutes respectively. Phase C1 covers private training, phase B2 is a repetition identical with phase B1, to be concluded by phase A2, the follow-up. Upon submission of the last completed course documents, participants will be reimbursed with part of the fees. 

Results

General remarks on characteristics of participants and on the study

The study was performed between the end of 2000 and spring of 2002 at a total of 11 locations, with 13 teachers and several physicians. The required minimum number of participants calculated in advance was ensured.

36 participants from a total of 95 test persons presented “migraine”, 22 “tension-type headache”, 37 a “mixed form” of both. A comparison of evaluable participants and drop-outs shows that these collectives according to age (44 years median, from 21 to 63), gender (90 of 95 test persons are female) and diagnosis did not present any significant differences. Drop-outs do not differ in this respect from participants who completed the study. No specific subcollective formed for these categories in the course of the study, compared to the beginning. The baseline median was 8 days with pain for test persons (per 28 days, from 1 to 28), 13 test persons took prophylactic pain medication. 

Significant results 

Number of days with  headache per 28 days study phase (primary efficacy measure)

The median of the number of days with headache (primary efficacy measure) per 28 days study phase, related to the evaluation collective, was reduced from 8 days at baseline to 5 days in follow-up. Related to individual case, the median of days with pain decreased by one day (see the 2 tables below: "The main results" ).

Graph 1 shows the consolidation of the entire collective towards a smaller number of days with headache:

Number of days with headache per 28-day study phase 
(main efficacy parameter
)
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The box shows medians to the 25th and 75th percentiles. In addition, the major distribution range (bars) up to extreme and outlying values (asterisk, circles) is given.

The main results according to pain diaries 
The parameters shown are those for which the Friedmann test for case-related change was significant or borderline significant.


We can see clear indications of improvements in the pain situation, not only from the change in the number of days with pain but also in the number of pain attacks and in pain intensity, related to the entire collective and also related to changes per participant. In the case of the Marburg questionnaire on habitual well-being and also in subjective evaluation of impairment (PDI), this tendency even reaches the 75th percentile (not shown in the table).

No changes were registered for the duration of pain attacks, there was even a (statistically irrelevant) increase.

Correlation between exercises and results

According to the participants themselves, 80 out of 95 kept up individual exercises between “several times per week” to “daily” at the beginning of the repetition stage. 75 persons gave the duration of training as between “10 minutes” , “15 minutes” and “20 minutes and more”. The large majority had therefore exercised several times per week for at least 10 minutes. 

* Negative values show a reduction, positive ones show an increase.

The main results from the questionnaires 

The parameters shown are those for which the Friedmann test for case-related change was significant or borderline significant.


* Negative values show a reduction, positive ones show an increase.

** Marburger Fragebogen zum habituellen Wohlbefinden

Only one test person (two at the end of the study) indicated they did not exercise. 14 persons exercised once per week. A control group of persons without exercises did not form. At this level, no correlation was found between different intensity and different changes in target sizes. The reason, although this may seem illogical, is the high degree of compliance among participants. It must be pointed out in this context that this fact would not have made a randomization possible, e.g. with a waiting list as suggested, since the clients of this study were interested in active therapy.

Subsequent evaluation with 21 participants

One year after the study started, those 32 participants received a written request who were the first test persons at the end of 2000, i.e. a random selection. They were asked to keep a journal once again for one month and to fill in a questionnaire. 25 of them answered. 21 persons indicated that they exercised regularly, 19 at least several times per week for different periods. These persons did not show any changes compared to follow-up with regard to significant target sizes in the median of case-related evaluations. 

Discussion

An evaluation of results may be summarized as follows:

Changes in primary efficacy measure and significant secondary efficacy measures are statistically significant. Changes are characterized by a continuous development towards improvement not only of the main target size but also of several significant target sizes. The overall result may therefore be considered as stable. The fact that participants exercised consistantly, regularly and independently at an early point in the study and also subsequently is a further indication that the therapy under consideration meets with acceptance. The continuously favorable results in follow-up suggest that the method is efficient for individual training.

A possible objection is that it cannot be verified whether participants registered their pain experience and their exercise behaviour correctly. This objection cannot be dismissed completely since nobody had the intention nor the opportunity to check on the test persons. But even in drug studies where patients take part under real conditions there remains uncertainty whether test persons actually take drugs whenever they record an intake. In this study, the mainly similar statements on exercise behaviour as well as on pain intensity gathered from questionnaires and journals appear to indicate that what patients recorded corresponded to what they did and felt. 

Assessment of responder rate according to drug studies criteria 

The 1991 version and the second version of 2000 of the “Guidelines for controlled trials of drugs in migraine”, and also the guidelines for research into drug efficacy in tension-type headache medication recommend to measure the efficiency of a prophylactic drug by the “percentage of persons with a reduction in days with pain by 50 % and more”3, or by the number of days with pain respectively. 

(3 “The number of responders can be expressed as those with a more than 50 % reduction in attack frequency during treatment period compared with baseline period” (International Headache Society Committee on Clinical Trials in Migraine, first edition, 1991, p.10); “Responder rate is defined as the percentage of subjects in a treatment group with 50 % or greater reduction in attack frequency during treatment, compared with baseline” (International Headache Society Clinical Trials Subcommittee, second edition, 2000, p. 778).)

27 out of 95, i.e. 28 % of evaluable participants in this study showed a reduction in days with pain by more than 50 %.

Grouped according to number of days with pain in baseline, 12 persons (30 %) in the group with 3-7 days with pain (N=40) had a reduction of at least 50 % in follow-up; in the group with 8-14 days with pain in baseline (N=32) there were 11 persons (34 %) with a reduction of at least 50 % in follow-up. These two groups taken together, i.e. 72 test persons, make up for 75 % of participants and are therefore statistically relevant. 

Another measure is the reduction in per cent of the collective number of days with pain. The reduction in the number of days with pain was 20 % for all subjects. The two middle groups again hat the highest percentage of participants with a reduction: in the group with 3-7 days with pain (N=40) in baseline, the reduction per cent of the number of days with pain was 25 % in follow-up, in the group with 8-14 days with pain in baseline (N=32), the reduction of days with pain was 31 % in follow-up.

Van der Kuy and Lohmann (2002) performed a meta analysis with 22 double-blind and placebo-controlled studies into effects of 19 drugs for migraine prophylaxis. They suggest that further studies into prophylactic drugs make sense if previous studies have shown responder rates of more than 35-40 % or have demonstrated a reduction in attack frequency by 40 %.4
(4 “If the percentage of responders in an open-label prophylactic trial in migraine is above 35-40%, or if a reduction in migraine attack frequency of 40 % or more is observed, further studies are indicated” (van der Kuy and Lohmann 2002, p. 269).)

Guidelines for research into tension-type headache therapy also mention a generally high placebo rate of between 20 and 40 % for migraine prophylactics.5 

(5 “The placebo effect in migraine prophylaxis is usually in the range 20-40%, and there is no reason to believe that this is any different in chronic TH” (Guidelines for trials of drug treatments in tension-type headache, first edition, Cephalalgia 1995, 15: 172).) Compared to these definitions, the results of this study are in the placebo range.

The “Placebo” concept in research of drug-free therapies

Obviously, new prophylactic drug therapies have to show a therapy success that goes beyond a supposedly high placebo effect. Possible side effects or contraindications of prophylactic drugs have to be taken into account. The serious application of Qigong exercises, however, will not involve any contraindications, except in very rare cases.

In addition, Qigong exercises may also be applied as elements of an integrative treatment concept, similar to other drug-free headache therapies, and like other therapies involving exercises may also be included in multimode concepts (Lake 2001). Therefore they are not used in competition with established therapies, to be judged according to the same criteria for success.

Qigong exercises may also be an alternative for persons with contraindications or a distrust of prophylactic drugs. Only 13 subjects in this study received prophylactic medication.  

Nor do international recommendations prescribe the often quoted success indicator of a high percentage of persons with a reduction over 50% and more in days with headache or migraine attack frequency for drug studies.6 

(6 “The choice of 50 % or greater reduction is traditional and arbitrary, and the investigator (or patient) should be the judge of what is considered a good response” (International Headache Society Clinical Trials Subcommittee, second edition, 2000, p. 778). ”The choice of a quantal measure of effect of more than 50% reduction is traditional and arbitrary, and the investigator should be the judge of what should be considered a good response” (Guidelines for trials of drug treatments in tension-type headache, first edition, Cephalalgia 1995, 15: 172).)

The International Headache Society in its revised recommendations for migraine studies underlines the significance of designing parameters that refer to an assessment of life quality (health-related quality of life, HRQOL).7 

(7 “End-points currently used in migraine trials are statistically powerful but almost certainly do not well reflect patients’ values”: International Headache Society Clinical Trials Subcomittee, second edition, 2000, p. 779-80.)

The improvement of parameters in this study on quality of life up to the 75th percentile (PDI and Marburg questionnaire on habitual well-being) may be considered extremely positive in this sense. 

Various statements by patients on pain experience may be evaluated not from a statistical but rather a qualitative perspective; two of these are quoted as follows:

· “In general, I wish to add that the exercises have not only had a positive influence on my headaches; falling asleep has become far easier for me. Before, it took me often up to one hour to fall asleep, now only ca. 10 minutes.” 

· “Qigong not only had a positive effect on the headaches, it also generally gave me more zest for life. Qigong helped me work off everyday stress better, so it helped release energies that would otherwise have been bottled up.” 

Against the background of these considerations, the reduction in the main traget size is a less important criterion compared to a therapy involving drugs.

Qigong and blind studies

Blind tests are possible and desirable in the evaluation of most treatments; however, they are not possible in research on the effects of Qigong exercises: therapists and patients both should know exactly what they do. In contrast to a neutral attitude towards therapy, what we expect here is an active participation of test persons, and perhaps even positive hopes and enjoyment of therapy; this corresponds to the literal translation of “placebo”.

A team of scientists from St. Louis (Kalauokalani et al. 2001, 1418-1424.2001) presented a randomized study with 135 back pain patients in the journal Spine and described the influence of expectations for the specific therapy type – acupuncture versus massage – on an improvement of complaints after treatment. Prior to randomization, patients were interviewed on their expectations for the efficiency of the therapy type to be applied in their case. 86 % of patients with high expectations for their specific therapy type registered an improvement in complaints after treatment. Among those who expected little help from treatment, 68% recorded an improvement (p=0.01). Consequently, the authors of this study demand that the test persons’ expectations for their specific therapy type be included in research in all studies on the efficiency of particular therapy forms where blind tests are not possible. This suggestion should be included in further studies.

Conclusions and hypotheses

The description of methods used in the pilot study presented here explained that the objective was hypothesis generation versus validation of the method explored. Several hypotheses may be formulated as a result of the study:

· Mainly middle-aged women would choose Yangsheng exercises as a form of treatment. 

· Regular independent exercising even at an early time point in the course of the study suggests acceptance of the treatment being investigated.

· The observed reduction in the number of days with headache per study phase and other important subsidiary target values indicate that Yangsheng exercises are an effective treatment.

· The main area of efficiency is prophylaxis.

· No reduction in the period of the individual headache attacks can be expected. 

· The increase in habitual well-being and the reduction in the subjective handicap assessment indicate improved pain management.

· Further studies to confirm these findings would be useful, although the randomization process (e.g. “waiting list”) is likely to involve acceptance problems.

Further studies, even randomized studies, are indicated. The findings of this study might be helpful; some changes might be introduced, e.g. a shorter duration of the entire study, or a reduction in secondary target sizes.

Phase III studies that compare one method with another usually pose the question: “Which is better?” But in research it should also be legitimate to ask: “Which might be better for whom?” Studies into drug-free therapies might provide valuable stimuli for medical research.

Definitions and notes on some abbreviations and terms 

Boxplot according to Tukey (1970):

A method to present frequency distribution in a graph. The box contains median, 25th to 75th quartile. The (beam?) goes from 25% quartile minus 1.5fold interquartile distance I to 75% quartile + 1.5fold interquartile distance. In addition, stray values are presented (circles) between end of (beam?) and 25% quartile minus three-fold interquartile distance I , resp. 75% quartile plus three-fold interquartile distance I and extreme value (asterisk) outside the stray range.

Median:

also central value. The median “is located in the middle of all values observed. It is exceeded by half of the values at most, and half of the values at most are below the median” (Harms 1998, p.25)

P-value:

“The p-value is often described as transgression probability since it indicates the probability with which according to the null hypothesis (i.e. the hypothesis that the study has not found any effect, E.F.) the results found or even extremer results will occur.” (Harms, 1998, p. 200). The p-value calculated from statistical rules is therefore a measure for error probability. Values below 0.05 (percent) are considered statistically significant according to international standards. 

The study was supported by the German Medical Acupuncture Association (DÄGfA) and the German Medical Association for Qigong Yangsheng.

Comprehensive statistical counseling and calculations were realized by Dr. rer.nat. Beate Pfister.
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