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On Randomization and Human Awareness      

by Ted J. Kaptchuk, L.Ac., O.M.D.

Assertions of accurate knowledge are the basis of legitimacy and the critical epistemological foundations for medical systems.  For biomedicine, the placebo-controlled randomized clinical trial (RCT)—at least in the publicly proclaimed sense—is the currently accepted detection apparatus for dependable therapeutic information.  In contradistinction, East Asian medicine, like its kindred philosophical systems of Taoism and Confucianism, asserts that reflection and contemplation of sensory perceptions and ordinary appearances are sufficient to understand the human condition, including illness and health.   For East Asian medicine, reality can be apprehended with human awareness and the ability of the heart-mind to perceive, reflect, and intuit.   This short essay will use the simple example of "randomization" as a device to examine some of the larger differences between biomedicine and East Asian medicine.  It is hoped that this presentation will contribute to the ongoing creative dialogue and self-reflection for practitioners of both systems.      

The Randomized Controlled Trial (RCT) and Biomedicine's Ideal of Knowledge

The placebo-controlled RCT is accepted by biomedicine as an objective methodology that, when ideally performed, produces facts untainted by "bias."  Bias is the ever-present potential of subtle, subjective, and even intangible subconscious processes to distort the perceptions of even the most conscientious practitioner or researcher.  The RCT seeks to strip clean human bias from clinical knowledge and confer the ideal of scientific exactitude onto clinical experiments in an effort to attain the objectivity of the laboratory model.  In its simplest form, a hypothesis and its null formulation (a simple "yes-no" opposition) are tested in a mathematical model of probability (to estimate chance error).  Bias or prejudice (called "systematic error") is minimized by the rigorous application of methodological safeguards, especially randomization and blinding.   Randomization aims to eliminate both unconscious and deliberate human influences on the assignment of subjects to different groups, and placebo controls ensure that treatment assessment is not colored by prejudice.   Both randomization and blinding seek to eliminate human beliefs, choices, preferences, self-awareness, reflection, and subjective trust from contributing to the production of facts.   Ideally, for biomedicine, disease is an isolatable and measurable category—somehow separable from the rest of the person—that will be treated by a replicable treatment whose efficacy is determined by the ideally yes-no methodology of a randomly designed comparative trial. 

Human Awareness and the East Asian Ideal of Knowledge

East Asian medicine fundamentally believes that human sensory awareness (e.g. the use of human perception and interaction [asking, smelling, seeing, touching] and accumulated human experience (e.g. the written texts of the tradition)) are the basis of accurate clinical knowledge.   Individual and collective human experience and reflection are thought to provide reliable facts on both the theoretical and individual case level.  While there is always an appeal for thoughtfulness, careful scholarly examination, meticulous observation and even openness to sudden intuition, East Asian medicine has no suspicion or distrust of direct heart-mind examination of the human condition. 

Randomization's Origin in Divination and Supernatural Communication

The standard biomedical story is that the methodology of the RCT was first fully introduced into medicine with the 1948 streptomycin trial for tuberculosis.  The story helps to explain why medicine did not use such a methodology previously.   This hagiographic myth of randomization and knowledge, serves to obscure the actual history of the RCT and an appreciation of the methodology itself.   In fact, the history of randomization and blinding has it roots in religious divination that extends back for thousands of years.   These methods were considered an important safeguard against human prejudices and machinations interfering with communications from the spirit realm or the divine presence.   Randomly assigned question and lots responses  were and continue to be common practices in shamanic and witchcraft healing. Supernatural communications and magical healing needed protection from human prejudice, misinterpretation and overly optimistic belief.  Human "bias" had to be eliminated for accurate communication with the transcendent or trans-human realms.    This ancient and cross-cultural story is usually overlooked when one talks about RCTs. 

Randomization in Chinese Divination and Religious Healing

For those of us with an interest in East Asia, we obviously are familiar with the I Ching (also spelled Yi-Ching), with its sixty-four hexagrams made from stalks of milfoil plants that date back to the Shang (ca. 1500-1100 BCE) and Zhou (ca. 1100-256 BCE) dynasty.  Questions would be asked and one relied on the random or hazardous falling of the sticks to insure that the response was a genuine communication from an uncontaminated extra-human source.    "Random" lines of Shang bone oracle inscriptions were also used to assess which ancestor or spirit need to be placated.  Chinese shamans (wu) often went into trance states and utilized chance or random methods of inquiry to ask the spirits for explanations of misfortune and receive an accurate response.  Usually, such questions were posed in an either/or manner and the answer was received in a yes-no manner.    In contemporary China, in any temple on China's periphery (e.g. Taiwan, Singapore or Hong Kong) and increasingly in the re-emerging religious healing systems on the mainland, lots or other random mechanisms are frequently queried in popular Taoist or Buddhist temples for prescribing herbal or dietary formulas out of coded books. 

Randomization in Western Divination and Religious Writings 

The history of the West is similar.  Randomization and blinding is known from early sources.  For example, the Iliad has many incidents of lots and random selection being used to align warriors with their divine destiny.  For example, Hector chooses warrior combatants by shaking lots in his helmet while he looks backwards to remain blind to his selection.   The oracles at such well-known temples as Delphi and Fortuna used children (a kind of blinding) to draw lots to receive supernatural communications for helping people with illness or misfortune.  The Hebrew Bible has numerous examples of such mechanisms.  For example, when the ship carrying a fleeing Jonah is threatened with stormy destruction, the sailors cast "lots" to find out the true object of the Lord's anger.  Similarly, the Christian New Testament reports "lots" being used to find a replacement for Judas after his betrayal.   Religious or supernatural communication all needed to be protected by random mechanism to prevent the distortions of human influences.  

East Asian Medicine's Break from Divination and Randomization

Around 300 BCE, the tradition represented by the Yellow Emperor overthrew supernatural medicine in China (as the Hippocratic corpus does in the West.)  The East Asian tradition insisted that understanding illness and the maintenance of wellness required human connection and interaction.    Sensory perception, human mindfulness and reflective intuition are required.  Simple yes-no answers are too simple.  Human phenomenon changes, shifts and constantly requires new perspectives. Understanding is never independent of the practitioner and the patient's fully embodied mindfulness, prejudices and choices. The Yellow Emperor's Classic of Internal Medicine (Nei Jing) itself marks this attempt to escape supernatural guidance and accept human perception when it states in the Su Wen, Chapter 11: "if one insists on the presence of…spirits one cannot speak of therapeutics….In treating illness, it is necessary to examine the entire context, scrutinize the symptoms, observe the emotions and attitudes."  Whoever wrote this section of the Nei Jing agreed with Confucius and Lao Tze that knowledge must depend on human inspection and introspection and remain distinct from supernatural input which needed the protection of trance (a kind of blinding) and randomization (another kind of trans-human mechanism) to remove human prejudices.  

In East Asian medicine, sensory knowledge is trusted.  Reflection and revision is appreciated.  Every treatment gives information that modifies the next treatment. Collaboration between practitioner and client weaves a complex narrative of ever-changing reality that collectively interprets the past and plans for renewed options and behaviors in the future.   Knowledge independent of the deeply human is not a desirable possibility.  While the supernatural commitments of patients are considered legitimate, the practitioner of East Asian medicine must interpret them within the context of the human domain.  Simple yes-no answers contradict the complexity of human reality.  Dampness may be an unwanted characteristic of digestion but a desirable quality in terms of generosity and human warmth.  East Asian medicine's understanding evolves and requires time.   East Asian medicine never allows a static answer and each moment of realization and interaction leads to instant feedback and self-correction. An acupuncture point or herbal formula is dependent on the response of the patient, not on independent knowledge of efficacy.  For East Asian medicine, illness is a "phenomenological" episode embedded in the ever-changing life-world of real patients including their beliefs, preferences, choices and inclinations.  Trust is essential, awareness is critical, engagement is necessary.  Treatment is the individualized and non-replicable activity constantly being corrected and modified by the sensitive interaction between practitioner and patient.   A treatment does not work on the generalized level, but in fact, is dependent on the subjective evaluations, choices and preferences of both patient and practitioner.  Treatment is a bricolage of possibilities and outcomes that are constantly refined in the crucible of the accumulated transmissions of the past and the immediate communications of the present.  If treatment "works" it is because it is embedded in the living reality of human sensory awareness, meditative reflection and clear intuition.  Practice has primacy and perception is valued.

Biomedicine's Re-Introduction of "Secular" Randomization

Until the early 1950's western medicine considered itself a clinical art that applied scientific knowledge gained in the laboratory to the variability and uniqueness of the individual patient.  Clinical impressions needed to be explained by laboratory knowledge, but ultimately, interpretations and impressions of recognized leaders of the medical profession were the critical determinates of what was considered accurate clinical knowledge.  Many radical physicians (often exponents of such unconventional medicines as homeopathy and mesmerism) demanded fair and objective methods to compare their new interventions with "conventional" wisdom.  They appealed to the methods used by earlier religious divination to guarantee untainted knowledge including randomization and blinding.   These medical radicals were ignored until after World War II.  The first modern well-recognized secular trial to use random assignment was performed by R.A. Fisher (1890-1962) in an agricultural experiment testing how to most effectively add manure for potato growth.  Medical radicals, this time proponents of a more scientific medicine (as opposed to homeopaths), demanded that clinical medicine follow this method and adopt objective methodology to test new drugs.   Even in the clinic, science needed to dominate art.  At the beginning, many western physicians resisted this rejection of human judgment in clinical assessment.  Austin Bradford Hill (1897-1991), the designer of the first well-recognized randomized medical trial—the 1948 streptomycin RCT for tuberculosis—confessed many years later that he "deliberately left out the words 'randomization' and 'random sampling numbers' at the time because…I might have scared them [collaborating physicians] off."  For a period of many years, physicians resisted treating patients as so "many bricks in a column" and the "elimination of the responsibility of the doctor to get the individual back to health."     After many conflicts and for complex reasons, "western" medicine transformed itself into "biomedicine" when it finally accepted that "clinical scientists" are more trustworthy than "experienced physicians."  Currently biomedicine accepts that knowledge stripped of human awareness is more accurate, dependable and reliable than knowledge contaminated by "bias" and "prejudice."  Objective knowledge is privileged.  Subjective knowledge is relegated to the sidelines.  The RCT methodology parallels the scientific values of objectivity and reductionism and fosters the dualism of mind versus body and objectivity versus subjectivity.  The RCT helped to create and recreate the ascendance of a scientific and secular "ontological"  medicine that sees illness as an isolatable event that is treated by a unique magic bullet.  Instead of invisible demons, spirits and ancestors, the new secularized randomized methodology looks for microorganism, hormones or cancerous cells which can only be detected by sophisticated instruments.  The chemicals needed to treat such problems are dependent on being developed by equally sophisticated devices.  Surgery itself needs to suspend human awareness during the procedure.  The ancient religious dualism of invisible versus visible, human versus trans-human, has been re-created in a secular and scientific form.   Biomedicine has allowed for the return of a new kind of "ontological" medicine where special non-ordinary and extra-sensory access to knowledge is again ascendant.  Randomization is just one form of this increased need to remove human consciousness.   

Concluding Remarks

Perhaps a true story will help make these remarks a bit clearer.   During a recently completed RCT in which I was an active member, a participant completed his pre-determined number of acupuncture treatments with a colleague acupuncture practitioner-researcher.  The acupuncture treatment was a "flexible" but "replicable" treatment protocol.    At the end of the planned number of treatments, the participant was no better.   He asked my colleague if he could continue treatment in his private practice in Arlington, Massachusetts. After consultation with the research team, the patient was allowed to continue as a private patient with this practitioner.  The acupuncturist had wanted to try a totally different approach to the patient all during trial but obviously was not allowed.  Reproducibility is a cardinal scientific virtue.  Now, the practitioner was able to use his perceptions, thoughts and sensitivities and the patient's feedback.  The patient responded quickly and completely recovered.   What had been a great intervention for the "generalized" condition was not right for this particular patient.  For biomedicine, ideally, an illness is an isolatable disease with treatment designed to affect a particular entity.  For East Asian medicine, illness is a phenomenon that is part of a person's life and needs a flexible and creatively crafted treatment.  East Asian medicine fosters indeterminacy and collapses duality and linear causality; things are complex and this sometimes does or does not cause that.  There are many approaches and practices and many possibilities.  Clinical outcomes are the bottom line.  Biomedicine depends on clear demarcations, objectivity and replicability; a linear this causes that, that and this intervention will reverse that, is considered a clearer scientific statement. East Asian medicine sees "phenomenologically" while biomedicine sees "ontologically."  Obviously, this story and this entire set of remarks, paints East Asian medicine favorably.   Nonetheless, this short essay is not meant to imply that Asian medicine is the superior health care system.  Both systems have enormous Qi and the ability to transform the human condition. Each has its own strengths and weaknesses. This essay is merely meant to describe differences in emphases between the two systems by discussing the idea of randomization.  It is hoped that this discussion will be accepted as a playful effort to help inter-system dialogue and within system self-awareness.

Ted J. Kaptchuk

Cambridge, Massachusetts

June, 2004
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Polycystic Ovary Syndrome

A Case History contributed by Giovanni Maciocia, C.Ac.

A 29-year-old woman had been diagnosed with polycystic ovary syndrome (PCOS).  Her period came only every three months on average.  Her menarche occurred at 14 and her periods had always been late.  She had been on the contraceptive pill from the age of 20 to 25.  When they did come, her periods lasted 5 days, and were rather painful.  She suffered from pre-menstrual tension manifesting with irritability, depression, thirst and breast distension.  She often had an excessive and sticky-thick vaginal discharge and a feeling of heaviness of the lower abdomen.

Apart from the gynaecological symptoms, she also suffered from abdominal distension and constipation. 

Her pulse was Weak on the right and especially on the Kidney position and slightly Slippery and Firm on the left.  Her tongue was slightly Pale but with a red tip.  There was a sticky-dirty coating on the root.

Diagnosis

I diagnosed Kidney-Yang deficiency and Damp-Phlegm in the Uterus.  The symptoms of Damp-Phlegm in the uterus can be quite subtle and in her case, they are: feeling of heaviness of the lower abdomen, vaginal discharge, and Slippery pulse.  The ovarian cysts themselves are often a symptom of Damp-Phlegm.

Treatment

In such cases, I usually try to adapt the treatment principle to the four phases of the menstrual cycle as follows:

♦ 
Phase 1 (bleeding):  Invigorate Blood with Stir Field of Elixir, or invigorate Blood and stop bleeding if the period is heavy with Invigorate Blood and Stem the Flow

♦
Phase 2 (post-menstrual phase, about 5-8 days): Nourish Blood with Precious Sea and/or tonify the Kidneys with Unicorn Pearl for Kidney-Yang deficiency or Growing Jade for Kidney-Yin deficiency

♦
Phase 3 (mid-cycle, ovulatory phase, about 7-10 days): Tonify the Kidneys (as above), tonify the Spleen, if necessary, resolve Dampness and Phlegm

♦
Phase 4 (pre-menstrual phase, about 5-7 days): Move Qi, warm the Uterus, if necessary, resolve Damp Phlegm.

Obviously, as her periods came only every 3 months, I could not adapt the treatment principle to the four phases.  I had to make a decision whether I should concentrate on tonifying the Kidneys or on resolving Damp-Phlegm: I decided on the latter on the basis of my experience and inclination.  I find that in most cases of a combined Empty and Full condition, it is usually better to start the treatment by eliminating pathogenic factors so as to rid the body of the encumbrance of the pathogenic factors. 

I therefore gave her a formula (in concentrated powders) primarily to resolve Damp-Phlegm, based on Qi Gong Wan, i.e. Clear the Palace as follows:

Huang Bo, Cang Zhu, Yi Yi Ren, Chuan Niu Xi, Tu Si Zi, Dang Gui, Ze Lan, Ban Xia, Xiang Fu and Lu Lu Tong. 

Lu Lu Tong is an important herb to invigorate Blood in the Uterus and to treat ovarian cysts.  She took this formula for about 3 months after which, she had four periods one after the other at the correct times.  While the periods were coming regularly, I tailored the treatment principle to the four phases as follows:

♦
Phase 1: no herbs

♦
Phase 2: tonify the Kidneys with Unicorn Pearl

♦
Phase 3: resolve Damp-Phlegm from the Uterus with the powdered prescription above

♦
Phase 4: move Qi with Freeing the Moon

After that, she skipped a period: this did not surprise me as, when the periods have always been irregular, it takes time to re-establish a normal cycle.  Whenever she skipped her period, I reverted to using only the formula to resolve Damp-Phlegm from the uterus.  Her periods started returning again albeit with a long cycle of about 6-7 weeks.  At this time, I reverted to using Unicorn Pearl in phase 2, the powdered formula in phase 3 and Freeing the Moon in phase 4.  However, I changed the approach as I also prescribed a simple formula to stimulate ovulation and to be given only for a few days as soon as the clear-stringy vaginal secretion appears.  This formula contained only Tu Si Zi, Gou Qi Zi, Xu Duan and Shan Yao.  A few days before ovulation, the cervix secretes a transparent, slippery, stringy, egg-white-like mucus that heralds ovulation: I asked my patient to take the above formula to stimulate ovulation as soon as such a mucus appears.
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