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Technology Summary – DW

The current state of the technology is as follows

The initial technology is provided by the Zhoulin Bio-spectrum Co. Beijing China

The core technology consists of a device designed to emit electromagnetic radiation with the same spectral distribution as is naturally emitted from the human body. 

Specifically the device is designed to emit electromagnetic radiation in a “quasi continuous” spectrum which ranges from 0.1 microns (near infrared) to 10 millimeters ( short microwave) with most of the emitted energy in the infrared.

This has been described as a “bio-frequency spectrum” implying the replication (or simulation) of natural bio-generated energy.  

The device emits energies at greater intensities than those emitted by natural sources.

The bio-frequency spectrum is produced by the heating of a  chemical substance which is contains elements from the bromides, nitrides, carbides, sulfides or fluorides. Ie elements from the 2-5th periods of the periodic table of elements and also some rare earth elements.

The operational details of the device and the chemical substances are well documented in 

U.S. patents , 5792184-aug 11 ’98, 5814078-sept 29 ’98 and 5849026-dec ’98.

The technology is not sophisticated and can be manufactured cost effectively with reasonable quality controls.

NEXT STEPS – Technology validation

Given that this technology is going to be used on humans in a therapeutic mode, it will be necessary to certify that the claims made by the manufacturer are verifiable and reproducible with respect to the spectral distribution and energy intensities emitted while in standard operational mode. (we need to know exactly what the device is doing) 

It will be required that we obtain and document measurements of emitted energies and their specific frequencies from a certified lab.  In addition to documenting the spectral energies we need to also verify that there are no toxic gasses being produced from the sublimation of the chemicals in the emitting element.

(as some of the substances listed in the patent are known to have negative biologic effects)

Arrangements have been made to do this testing at Oak Ridge National Labs. ORNL is a dept of energy lab and has the necessary equipment to run the tests.

These tests will be preformed by Dr Tom Ferrell , a senior research scientist at the labs.

The time frame for this is 1-3 weeks.  Depending on schedules of equipment and researchers.

In an effort to mitigate any potential risk it is the recommendation of the Chief Science Officer that these tests be preformed and documented before any clinical trials involving humans be initiated.

It should be noted that while it is the case that a large body of data has been gathered with respect to the bio frequency spectrum device, the validity of the quality of the data has yet to be verified. 

Therapeutic Validation Summary -- DW

To date there are no therapeutic claims which have been validated in a manner which is acceptable to modern western medical science.  

Through it’s wide use in China, (reportedly 4 million units have been sold) the bio-frequency spectrum device has been implicated as the key element promoting wellness and accelerating healing in a wide variety of clinical applications. In fact, the range of the medical claims and the diversity of applications where the device is utilized as the primary therapeutic intervention is some what troublesome in that 

it is difficult to imagine (from a western perspective) what possible mechanisms could account for such an wide range of  effects.

The nature of most of the claims tends to be antidotal. The research efforts to validate the therapeutic effects, so far, have not been well controlled and thus must be replicated in order to validate the clinical/therapeutic claims. It should be noted that this is not due to sloppy methodology and poor understanding of the scientific method. But rather that the cultural pressures and regulatory oversight are different in China than they are here in the west.

In reviewing the vast list of claims  and looking carefully at the “studies” which have been preformed by our colleagues in China, there appears to be 3 to 5 therapeutic applications which could be verified in a timely manner with a minimum of experimental complexity. 

Therapeutic Validation Plan

It should be noted that it is most likely the case that we will be required to perform  1 or more animal experiments before we are allowed to proceed to human trials

.. for example like the Loma Linda study but with a greater number of animals and with the intent to identify and quantify “early” effects

This will be developed after my visit to Parexel inc in Boston tomorrow

In preparation for the board meeting the following institute’s have been contacted and are “ready, able and willing” to participate in  a series of multicenter controlled experiments

>>(Name names,

Loma Linda Univ.  dept of plastic surgery

University of Calif.  (San Diego , Irvine and san Francisco )

Walter reed army medical center

WHRI England

U of Miami 

Several others have been identified but contact will not be made until we determine the nature and scope of the studies need to procure FDA approval

 anticipated studies, 

wound healing – to include chronic skin ulcers 

  

-diabetics



-burns



-post operative wounds

analgesics – post trauma pain reduction/medication reduction

wound Infection control…

Time frames of studies

Once the basic science measurements of the device have been performed, the requisite animal studies have been completed and the device is found to be reasonably safe and have an effect 

Early estimates of time frames 

Oct.. validate the device

Nov/Dec  conclude animal experiments

Dec  initiate a series of multicentered studies/trials which will satisfy the FDA’s requirements 

..given that the experiments support the claims …

On or before June 2000 the above mentioned indications should be ready to be approved.

Intellectual property development

The device in its current form has a limited functional capacity..

There are two initiatives which need to be explored concurrently with the therapeutic validation of the device.

Internet/phone line  controller

The first and least technically challenging is to develop   a control interface to which allows for remote operation over the internet or directly through the phone line. This effort will require the development of a low cost control unit which will be necessary if the dose settings and dose delivery are to be monitored and metered from a site remote from the device and the patient using it.

Cybernetic tissue function modulator

The second and more challenging development will be to take the basic concept of spectrally specific energy delivery and integrate it with an intelligent imaging mechanism.  This will require the development of 3 specific technologies..

1- a technology which is capable of generating a set of specific frequency combinations through tunable active elements. (Ie frequency specific source emitters)

2- the development of a hyper/multi spectral imaging tool which can monitor and quantify the characteristics of the tissues undergoing treatment

3- the development of an integrative control modulator that takes the data from the hyper-spectral imaging component and through a series of algorithms and look up tables modulates the frequency and intensity of the emitted energies in a way which optimizes the therapeutic intervention. 

