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RICHARD J. ATKINSON,
PARKVIEW PHYSIOTHERAPY CLINIC 3, CLOUGH LANE,
' OAKWORTH ,
KEIGHLEY.
RING: 0535 646057,

PROPOSAL FOR PEME Vs A/C PILOT STUDY.

Acupuncture is part of the Traditional Medicine of China{TCM).Over
the last 3000 years it has developed a unique understanding of the
workings of the human body.Very fine needles are used to stimulate the
bodies o¢own healing responses,and it is now becoming increasingly
lecognised in the West as a safe and effective form of Medicine.

Scientific evidence for the Acupuncture Meridians has recently
been published both in the FEast(l.)and also in the Westi{2.)lusing
Radicactive Technetium(9%mtc) to investigate the pathways.The findings
suggest a Neurochemical {Transmembraneous Ionic) mechanism of
information transmission during Acupuncture along preferential routes,
(possibly correlating to the Meridians).Other researchers(3.)indicate
an infrared/thermal mechanism,whilst J.Jessel-Kenyon et all(4.)and Seto
et all(5.)consider it a possible Eiomagnetic phenomenon.Nelson in his
Advanced Treatise In Quantum Biology suggest an even more fundamental
energy process where photonic/virtual photonic principles exist albeit
for a short period of time!(6.). Experimental work by F.A.Popp and
others (7.)supporting this.

whilst noting such advances in our theoretical knowledge it
remains imperative that clinically we must keep apace and continually
evaluate our therapeutic practise as Lewith {8.)and others{Q.)hqve
done.Thier conclusions that there was positive evidence of a limited

efficacy for the use ofAcupuncture for pain relief.Other clinicians(10,



11. )have been trying to establish the parameters and protocels for
Acupuncture use in several other fields,again with mixed success.

But there remains at present no clear cut therapeutic or clinical
guidelines for the inclusion of Acupuncture into the established format
of treatment of definable western conditions,where pain/stiffness are
the main features.This paucity and difficulty of research is due in part
to the complexity of the TCM model,and also due in part to the problems
encountered designing ideal Western trials as the late Professor Dundee

{12.)and others{13.)have pointed out.It is for these reasons that I
have tried to design the trial to consider such factors as Spontaneous
Recovery,Placebo and the Standardisation of Pain Medication,in order to
begin to sort out these variables first and foremost,before considering
‘hich specific features of the PEME and Acupuncture produce which

effects.

PEME has bheen used for many years in both high and low frequency
modes to treat a wide variety of medical problems from circulatory
problems to soft tissue injuries.Please see Barclay et all(i4.)for =z
review of its effects and modes of action.However recent experimental
work into the underlying mechanisms is providing new and fruitful lines
of research in many diverse areas of Biologv.(15.)and vielding new
insights into biclogical processes such as cancer,Neural and immune
function with significant implications for therapy(16,17,18.).Variable
"tuned” Magnetic fields whose magnetic field strength is fromld-19mT is
thought to produce the best analgesic and anti imflamatory levels(19.).
But we do not know whether it facilitates or interferes with normal
function,and is open to conjecture.Indeed information regarding tuning,
Modulation and frequency for very weak E/M and Magnetic fields is
cleariy needed to allow us to understand these basic models and the

very subtle therapeutic effects of these fields.Riva Sanseverino F.et

1"



Al bT20,051n nis  res=arch of over 3000 patients concluded that Magnetic
ield Therapy was an excellent  Physical Therapy in cases of Jjoint
diseases.He Droposed that the Magnetic VFields infiuenced the Trans-mem
brane Icnic activity.d very similar hypothezis advocated by Bjorn
Nordenstom of the Karolinska Institute.(see Z.before).

This Research Pilot has been designed to begin the process of

investigating these correlations between PEME and Acupuncture.
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RICHARD J ATRKINSON
3,CLOUGH LANE.
RING:05:25 B48057. OARWORTH,

KEIGHLEY.
PLAN OF INVESTIGATION...METHODS & PROCEEDURES...PEME Vs A/C PILOT STUDY

Approval for the study to be obtained from the Airedale Ethics

Commitee,Airedale hospital,Steeton,Keighley.

The PEME egquipment to be used in the trial is the
Circuplode,developed by Enraf-Nonius connected to a Curapuls 419.This
type of adaptor is a pure masgnetic field radiator;the electric field
component 1is effectively filtered out by a screen placed in front of
the <co0il.It 1is hoped to be calibrated by Airedale Medicval Physics
department,in order to get an accurate measurement of the very low
field magnetic @ 15Hz pulse frequency and Nol LED.intensity indicator
setting,and will be checked a2t monthly intervals during the trial for
consistancy.The treatment to be given is Athermal lasting 20 minutes at
a time.There are no known contra-indications to this form of treatment,
but due to the possibility of developing ﬁuﬁuun irregularities,people
with pacemakers should not be in the vicinity of the equipment.The
proceedures will be tuned and checked with the Circuplode Tester during

every session to ensure reliability.Please see enclosed sheetl.

SELECTION OF PATIENTS.
Refermals fer inclusion in the trial are initiallv made by the
patients Dr or Consultant,who will be asked to fill in a Consent Form

with the patient and also give further information regarding medication



and Diadgnosis.Please sez ernclosed sheet 2. Inclusion/Excliusion
criteria checklists will aisn be distributed, Please gee enclosed sheer
4. As can be seen from the lists the main considerations for exclusion
1s the presence of cervical wpathology,where it is a MAJOR contributing
factor,It is hoped that the Medical attendant will ring if further

clarification is needed.

LOCATION OF STUDY.
The study will be Held at PARKVIEW PHYSIOTHERAPY CLINIC.
3,CLOUGH LANE,OAKWORTH,
KEIGHLEY ,WEST YORKSHIRE. BD22 THP.
It will be run in the mornings,over a period of 6 months,STARTING ON

HE 1sT OCTOBER 1993 AND RUNNING UNTIL 30th APRIL 1994,

PROCEEDURE .
Details will be taken,an initial assessment for suitability and
inclusion and then the Patient Information Leaflet will be

read,discussed and duly signed and witnessed.P|ease.S€£L 3.

METHODS.

As mentioned in the Proposal, there will be an added emphasis in
trying to Highlight both the Spontaneous Recovery Phase of the problem
and the Placebo Effect aspect.The Standardisation of Pain Medication
during the trial has also been taken into consideration in +trying to
reduce the variables and improve the methodological approach.

There will be 2 people inveolved in the study.l:Assespr/Observer
of benefit and the 2nd:a seperate Assesor/Provider of treatment.It is
therefore a proposed SINGLE BLIND STUDY where the observer does not

know the treatment given.The assessment of the patients,initially and



serially every day throughecut the trial will be performed by  hoth
parties.The measurement dzata will be signed,sealed in envelopes and
placed in the patients file for tinal analvsis.Practise in the use of
the measuring Devices (Goni~smeter,Myvometer,vVaS,etclwili be bhefore hand,
ensuring that a very high degree of correlation 1is achieved and
acceptable between the 2 people.,and consis tancy is achieved.Any Seli-
measurement @ home,will be fullvy explained and demonstrated to the
patient and /or relative to continue and ensure the regular monitoring
of signs and symptoms both during the baseline and treatment phases.The
criteria to be assesed will be PAIN {(Visual Analogue Scale..VAS)}.MUSCLE
STRENGTH(Myometer),and functional assessment.Please see enclosed sheet
5.

A  SINGLE CASE Experimental design origi nally advcocated bv
Hersen & Barlow {1.)in 1976 and discussed at length by both Jane
Riddoch (2.} and Anne Parry (3.)facilitates evaluaticn of clinical
change and to gain a much better understanding about the mechanisms of
treatment causing that change.It also allows us to address the issue of

clinical versus statistical significance.Please see the enclosed sheet

6.for the overall design of the BASELINE {(A)-TREATMENT (B) phases,.

SPONTANEOUS RECOVERY.

This has been shown to be maximal in the acute phase of a
condition ,with or without treatment,therefore the treatment must be
shown to steepen the curve or alter what can be presumed to be "Normal"
rate of change.So it is important to demonstrate that treatment 1is
having an effect over and above the effect of spontaneous recovery. If
prerformance is recorded over a NO-treatment phase * ,some indication
may be obtained of the form and rate of spontaneous recovery.Though

varying considerably between different individuals [depending on



nge,general health,severity of 1illness,ete| correlation with opost
injury,disorder times may be achieved if we have enough patientsz Lo
group the studies in rthe rorm of Series Trials.
¥ To be concieved actually as a placebo
period,using the dummy treatment.
PLACEBO EFFECT.

"Every treatmenct,whether active or Placebo,has a p%Fhological
effect on its recipient and this effect is strongly conditienzd by the
behavior of the therapist”,as P H Richardson noted in his article on
Pain and the Placebo Effect{4.).With Pain being the central aspect of
the study a host of different variables and mechanisms are addressed by
this effect,from classical conditioning? to excitatory effects and
anxiety reduction.It is for these reasons,that the initial effect of
attention and the excitement effect of a "new" trial be considered.If
our aim is to establish a correct "normal" baseline from which we can
observe a change 1in <constancy,rate or progressiont then we must
discriminate as accurately as possible in order to obtain those all
important reliable baseline readings.

I have incorporated a dummy treatment {Detuned Pulsed PEME)as
the 1st therapy and aim to develop a method of assessment/treatment on
the 1st day in order to reduce the overlay and possibly explore this
placebo administration in the single case series. This may reduce some
of the ©problems encountered in the comparison of results,mentioned by
Kubiena G (3.)in his Placebo considerations.

Though in essence withdrawing treatment from patients,there
is still an Ethical issue to be considered at this stage.But if given
in random order,it should allow us to see if a patient is a Placebo -
responder very quickly and to see if it can be correlated to the
spentaneous recovery pericd. I feel that with the awareness on the

Methodological process and experimental decisions the patient is still



retained as the primary focus of research as Aldridge mentions.(B.)
After the baseline measuring period,which is usually from 4
to 7 days,a particular treatment will be randomly selected and
introduced into the design either the Pulsed PEME or Acupuncture.The
serial measurements are continued by both assessors,blind of each
other.In the case of PEME the machine will be tuned at the fixed
calibrated level and left on for the specific time of 20 minutes.
Alternately Acupuncture will be performed,or even treatment
combinations. 32 gauge needles will be inserted into the skin following
Assessment and Diagnosis according to TCM (7.}.Correct clinical
precautions preventing needle stick injury,and practices as laid down
in the guidelines for Acupuncture for Chartered Physiotherapists.(8.)
Please see enclosed single copy.If applied properly the patients should

feel a slight experience of pain and a dullish ache around the needle-

tip and in the surrounding tissues when the Acupuncture sensation of"De
Qi" is achieved.Depending on the specific signs the needles will be
manipulated or left in,for 20 minutes.There is often a feeling of
relaxation during and after treatment,accompanied by a gradual
lessening of the patients signs and symptoms.On the very rare occasion
there may be an exacerbation .It is unlikely but is possible.This may
last for 24/48hours as the body energy rebalances itself.This has been
explained in the Patient Information Leaflet and should not be unduly
worried about.Acupuncture is a relatively very safe and effective form
of treatment.

According to Local Authority Health Regulations the person will

not be able to give blood for 6 months after having Acupuncture.

After the appropriate time,the active treatment phase will be

withdrawp....re.establishing a NO Treatment baseline situation or



altered baseline/-reztment phase again.This Stage ,depending,on Lhe
patients progress an2 whether or not the aims of treatment have or
havenot been achiewvzd.A further active treatment period,opposite to the
first may then be emploved. A brief SUmmAary of the
A.B.A.B.strategies.multiple baseline designs and case series are
included.Please see enclosed form 6.Depending on the responss to the
trial,direct replication in the form of 3 subsequent case stdies may be
used in order to answer the Generalizability Issue,often leveled at the
single case design ,and also at the group study approach.(2.)

Once all <the Data has been accumulated the appropriate
statistical tests will be used on the data,the correct
comparisons sought to see if changes|if apparent] are significant and

rlinically meaningful.

PERSONS INVOLVED IN THE PILOT STUDY.

Richard J Atkinson.Mcsp srp.ASSESSOR/THERAPIST.
Julie Atkinson Registered Midwife.Srn.ASSESSOR/OBSERVER.

Simon Mocket.Assistant Principle.Nottingham school of Physiotherapv.
Phyvsiotherapy.

WORTH HEALING COMPANY LTD

; ! i . WEST YORKSHIRE
Ron Sharp.Course tutor,research project Coordinator O

---------------------------------------------- 25/8/1993.
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DISCUSS THE INCLUSION OF ACUPUNCTURE IN THE TREATMENT OF

2 PAINFUL SHOWLDER.

AL present there is NO firm evidence to suggest that acupuncture should
be included NOR that it is indicated to be included in the treatment of
a wainful shoulder problem.There have been hints that there mayvbe a
certaln degree of efficacy in its use in a possibly western diagrnostic
ilase (1.).le periarthritis,when 345 cases were used in an organsed
trial.However PLACEBO and SPONTANEOUS recovery effects were not fully
standardised nor systematically investigated so make it difficult to

fully clarify and integrate all bthe variables into the Western ressarch

paradigm  which we use as our procesdural base for discovering
kKnowledge .

Indeed a literature Search revealed no research done even
comparing an existing standardlzed treatment.such as SWD, PULLSED
SWD, UL TRASOUND ElCor other modalities L0 acupunctura.por has

jcupuncture beenincluded in any trials where a recognised well- defined
diagnostic syndrome such as say frozen shoulder where pain-and
stiffness are cardinal features.

There seems to be unlimited problems facing the investigator
trying to Justify the inclusion of the somewhat mystical face and
APPEETANCe cf  eastern acupunctures.,and placing it in the ridgid
scientific format so neccesary for western scientific approval.PaIN
itselt ds & broad enough category in this case,one common to both

Western and Eastern paradigms,the centrepisce of the whole,namely the



patient under investigation.This undoubtedly represents the central
core of the problem and is parhaps the correct starting point for this
discussion for ite inclusion.

We must Tirst and foremost gualify the benefils of acupuncture
before 1its idnclusion,comparing it to arecognised treatment, research
which may recommend it as an associated accessory therapy, than
following that up further with trials designed to prove and utilize it
in its own right as an individual specifically-tailored therapy.fFor as
Dundee et all(2) so eloguently put it, "Is a 10% reduction in Pain
scores,as assessed by the VAS adequate or should one look for 1L00%
complete pain-relief”.Indeed is 50% sufficient?.We nust decide at what
level these subjective assessment elements become clinically important.

fmlnd statistically significant.beforehand if possible.

With PAIN as the main criteiia,the focus of the search

of possible underlying mechanizms,by which 1 mean interupted QI in the

Chinegse interpretation,it becomes paramount that we include a means by
which the PLACEBO effect,PAIN-RELIEVING medication and SPONTANEQUS
recovery effects are all given due consideration in the decisions
regarding trial design and necessary analvsis of the varlables from now
on.We need a base on which we can begin to build a firm theoretical
(:ionstruct between the Western and Eastern paradigms of both World view

and Medicline.

Reading Benoussans work(3)It becomes imperative to have &
thorough understandirg of Traditional Chinese Medicine (TCM)in order to
know what questions to ftormulate and what parameters to set for
experimental research and DIRECTION in trying to bridge the gap between
the two systems.Kubiena.G.{4)succinctly considers the true problem in

his work,when he tries to understand the placebo problem in acupunctuire



From his abstract and analysis of 28 different placebos in 28 different
controlled trials.making the cﬁﬁparison of results impossible.Thas late
Professor Dundee encountering scientific problems In the antliemetic
Apcupuncture evaluation:mentioned in his desiration of an Ideal ciinical
trial (2)that assessment of benetit should be on sither Single OR
Double-B8lind basis.kKubrena,after reflecting that this cannot be
CORRECTLY carried out feels it may all be desirable to replace them
with follow up studies.

Ressarch 1nto Acupuncture reguares the consideration anc
integration of ALL significant wvariables that relate to both THE
diagnosis and THE treatment.The researcher must be able to identify and
structure them into his research design.So it seems there are fFurther

.}ntoid problems Lo be encountered in setting up ©traials to include
acupuncture ainto the treatment protocols,and then having to test
the efficacy of a particular treatment approach.Thaere seems Lo be  an
avenue of Light,in that the AR  Baseline Single Case study
conparisons,advocated by Riddoch J.(5) and Parry a.(6) may lsad us
towards the end of the tunnel in reducing the scepticism from peer
reviewers towards chinese medicine.But meanwhile it remains imperative
that for acupuncture to be included and finally accepted, the Rasearch
should be interpreted in terms of the Western medical model, n terms of
jCM and i1ts paradigm,and finally and perhaps most importantly,in equal
rerms between both camps.lhe overiding-Pain aspect of bthe problem

ahouid be the correlating nucleus in establishing objectivity of any
results. It is only after such careful delineation of the results can we
then begin to sge the real problems underlying the homeostatic

mechanisms of how the body works and the patient reacts.

From this hallowed viewpolnt, we can then,perhaps,begin to see

what conclusions and recommendations can be drawn from our research and



scientitic comparisons of incbrporating acupuncture into its simplest
traditional  applicaticn,that of pain-relief.Can it beused with other
valid modalities? Can it be used alone? 1f so what aspects of the
acupuncture are significant? Do the means of inducing @I have any
effect 7 Does the needling technigue 1tself,ie.the methods of
insertion, the direction, the depth, the speed, the Ways of
withdrawing.which are all very iwmportant factors that go  to  determine
the so  called PHYSIOLOGICAL action ot the specific point, need to be
considered ? These can then be correctly addressed into the Pain
relationship if need be .Moreover the subjects chronic constitution and
aven the time of needling may have either a Direct or Indirect effect
_L the other so called ENERGETIC action of the specific point. We must
use Pain and patient sensation as our means of interfacing with the QI
in the form of the sensation propagating along the channel.We then
begin to use scientific method to its best affect and advantage
highlighting the salient teatures.A clear cut pathway and bridge will
give us a much fresher understanding,possibly initialy following Cheng
Shangs work on the nature of the acupuncture point as a Singuiarity and
organizing Centre.(7)developing hig ideas of pifurcation ,
Seperatrices ,gap Jjunciions from the Histochemical., biochemical, ionic

(jrd molecular viewpoints.

The use of wvery modern Electroacupunchture devices and
equipment of a medical nature has likewise to undergo scientific
acceplance. New protocois of use have to be developed. Research trials
and  studies are necessary to validate the electrical parameters and
satisfy rigorousscientific criteria.lf and when they are accepted are

the conclusions wa draw from i1ts use exact and viable 7 Can the use of



these methods bthrow any more light on the diagnosis of the said "Painful
condition”.Will they reveal the bridging,common aspects, of the two
paradiamal models.What are our limits {to beldelineated by the
Acupuncture devices, into understanding the very nature of aAcupuncture
and pozssibly QL Ltself.Vhey will I feel most definately bring together
knowledge to improve our Diagnostic criteria and treatment regimes
avoiding Drug and Surgery based alternatives.ltwill also give us a
computer base providing the solid ground on which to tackle future
theoretical problems and answer some of the miraculous and perhaps auasi
scientific claims of cures that have been so difficult to explain to
date atiributed to acupuncture but which are often ridiculed by scisnce,
as unexplainable,
() We need clear, Modern Voitametric analysis of  individual
Acupuncure points  and associated meridians,foliowing on from Motoyamas

AML readings(B) Omura Y.et all (9) and Seto et ali(i0)Ifwe are to get a

real time pilcture of the constantly changing and varying enery flow in
the body.We have to tollow on from Resistance measures and include
nore Capacitance, Inductance, Reactance,Magnetic,Voltage ,etc..... In
short a full energetic profile of each individual..... opreferably a means
to bodily monitor this profile..... All on computer, to allow uWs to
WijiPUlate the data..... To initially produce a"Normal" 3D bodily image
and then deviating backwards to incorporate”Sickhness'and Dis-Lase’ .

With the Acupuncture point as the starting line we need Lo
Follow wup Ron Pethig work on dielectrical and Electrical Properties of
hiological materials(ll)and his later work as rtLranslation €ditor of
Biomagnetism, tying together the lohic pathways as an Algorithmic means
in to the Interior.(L2).indeed Professor £.H.GRANT discussing " his many
vearsof theoretical and experimental work { 13)showing that

conductivity Decreases with increasing frequency.whilst permittivity



behaves in the opposite manner mentioned that one has to 9o to
freguencies as high as a few THZ before an increase of permytiivicywith
freqguency 1s observed, aﬁd this occours because resonance phenomena are
involved.One  suspects that this is what may be happening,in that
Josephnsons ldeas of supser conductivity may be elicited.Certainly at 10
we are into the infra-red and light end of the spectrum ,possible
photonic and wvirtual photonic principles(14) apply certainly at the
skin level{l5),possibly atbt the DNA one as well.(16).

S0 our research across the two paradigms,often superficially at
odds with one another, comes together at the SQUID BIOmagnetometer
guantum ldlevel{l17)in our search for the answer to pain and blocked QI in
allits myriad aspects belping fo bridgae the gap suggesting that the
.Aanges in the bodies magnetic,DC, and AC and electric charge bring
about merician flow,blockage and pawn.lt throws up interesting
questions such as those recently in the news regarding over head trans
mission lines(l8)and possibly why the E£M sprectrum both heals and
hurts. (19) These i1deas through correlation with Tiller.W.work guoted
extensivly 1in VIbrational Medicine (20)&(21).where the mathematical
theorlzing and analysis produces a very real ,allbsit negative entropic
idea and synthesis of the energy , @1 ,and Paln,and perhaps paints a
reflection of the incredible complexity and functioning of the human
<:jdy.

It offers wus for the Ffirst time,with the acupuncture and
meridian system having the central and interfacing role,the key into
the door of the interior reflecting the Global-Workspace architecture
t%at Dejan Rakovic Ph.D.mentioned in his thoughtful if esoteric
work(22).1t also allows evervthing to be brought down to the level of
"dielectrical possibilities” ,where the Placebo response(23).(24).
being Endorphin-mediated & Naloxone-reversible nighlights the MULTI-

dimensional importance we must stirive for inorder to understand the



Homeopathic{25), and ultimate Homeostatic (26) balancing Principles of

Manrn and Nature.,
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