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PREFACE

Professor N. G. Khaltaev

Responsible Officer

Chronic Rheumatic Diseases and Asthma

Department of Noncommunicable Diseases Management
World Health Organization, Geneva, Switzerland

Low Back Pain (LBP) with or without sciatica, has reached epidemic proportions being reported
by about 80% of people at some time in their life. Seventy-five percent of these people with LBP are
between 30 and 59 years of age, i.e. during their most productive years.

LBP is a symptom and not a diagnosis. Only a small proportion of patients suffer from identifiable
organic diseases, such as disc herniation, spondylolisthesis, instability defined by flexion-extension X-
ray, osteoporosis, fracture, tumour, infection, or rheumatic diseases (e.g. ankylosing spondylitis).

In several community-based studies in different countries, of the 50% of patients still unable to
work one week after the onset of symptoms, only 2% had such valid organic diagnoses; while after six
weeks, when 12% were still unable to work, only 15% had a definite diagnosis. Finally, after three
months, when 5% of the patients were still not working, an anatomically definable diagnosis could be
found in only 30%.

These findings indicate that the cause of back pain in most patients is unknown. It has been clear-
ly demonstrated in many studies that X-ray examination does not reveal a cause. For example, degen-
eration of a single disc is found more often in people without pain than in people with pain.

In view of the above, the growing trend for more people to take more time off work because of
back problems, and an increase in permanent disability caused by LBP, the World Health Organization
has addressed the problem through the Low Back Pain Initiative, the first results of which are pre-
sented in this book.

The book summarises the extensive discussions in the general areas of LBP and in particular, devel-
opment of outcome measures to allow comparability between different studies and which may be
applied in different countries and cultures. it contains an introduction, seven chapters, and recom-
mendations and conclusions.

The book also contains four appendices reflecting practical experience with application of WHO
outcome measures in different countries, an introduction and explanation of chiropractic science and
theory, and basic questionnaires which have been translated from English into various languages whose
accuracy has been checked by back translation.

This book is the result of the collaborative efforts of medical professionals and doctors of chiro-
practic from different countries, which have been united by the World Health Organization in its
endeavour to improve the quality of life of patients with LBP.
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[LINTRGDUCTION

Professor George E. Ehrlich
(Adjunct Professor of Medicine (Rheumatology), University of Pennsylvania;
Professor of Clinical Medicine, New York University)

Four WHO informal consultations on low back pain between 1993 and 1997 brought together a
core group of experts' and a variable number of advisers? to address what has generally been identi-
fied as a — if not the — major cause of disability and absenteeism from the workplace, both in indus-
trialized and in emerging nations. Despite a voluminous medicai literature addressing different aspects
of the problem — prevalence, causation, and treatment — few of the published studies reviewed were
sound enough to invite comparison or meta-analysis. The same quandary was experienced by a task
force constituted by the Agency for Health Care Policy and Research of the United States Department
of Health and Human Services® , whose deliberations, aided by a large supporting staff, screened more
than 10, 000 abstracts, concentrated on almost 4, 000 deemed useful, added additional information
provided by panel members and consultants, and concluded that there was still a dearth of useful infor-
mation about how best to approach the problem.And that held for acute back pain, which, in the vast
majority of cases, is self-limited, rarely lasting more than 12 weeks. Subacute and chronic low back pain
were only peripherally approached by this panel.

The WHO initiative also concerned itself with acute back pain, but labelled pain longer than 4
weeks in duration but shorter than 12 weeks as subacute for purposes of assessment for treatment.
Both panels eschewed an analysis of back pain whose cause was known: trauma, infections, tumours,
spondyloarthritis, metabolic abnormalities, osteoporosis, and congenital malformations were excluded,
as their assessment and especially their treatment followed other paradigms. But even excluding these
specific causes left the majority of low back pains to consider. Estimates suggest that nearly everyone
will experience some non-specific back pain sometime during life, and in the United States, annual
prevalence is between |5 and 20%, with 50% of the working age population experiencing it at least
once a year! And the incidence and prevalence is not lower in pre-industrialized and developing
nations, despite the prior lack of data, as recent COPCORD studies, performed in collaboration with
WHO, have documented.

The WHO Low Back Pain Initiative obviously can not — and does not want to — duplicate the
extensive work already done or in progress. The small group of experts and the limited resources
alone countermand that, and the project would have been redundant. Rather, the Initiative took as its

' G.E. Ehrlich, USA, Chairman: M. Alattar, USA;W. H. Chahade, Brazil; J. Darmawan, Indonesia; M. Homma, Japan; M.LV. Jayson,
UK; V. Nassonova, Russian Federation; R. Arinoviche, Chile, ex-officio (ILAR); N. G. Khaltaey, WHO Division of
Noncommunicable Diseases, Geneva, Switzerland.

2 G.Auerbach, USA; Tran Ngoc An,Viet Nam; P. Brooks,Australia;A. Burdeiny, Russian Federation; RA Deyo, USA; NM Hadler,
USA; Doan Minh Chau,Viet Nam; J. H. Gillies, Canada; |.-P. Giroud, France; C. H. Nachemson, Sweden; M. Reidenberg, USA;
P.Tugwell, Canada; S.Van der Linden, The Netherlands; K.Verapeen, Malaysia; N. K. Wiiliams, USA; S. E. Williams, USA.

3 Bigos S, Bowyer O, Braen G. et al. Acute Low Back Problems in Adults. Clinical Practice Guideline No. 14. AHCPR
Publication No. 95-0642. Rockville MD:Agency for Health Care Policy and Research, Public Health Service, U.S. Department
of Health and Human Services. December 1994.
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mission identification of core outcome measures that, if included in studies of any type of interven-
tion, would permit reasonable comparisons of the efficacy and efficiency of different approaches. If val-
idated, such measures would be able to assess the relative merits of commonly used medical treat-
ments, such as drugs, physiotherapy, and a variety of other therapies. If studies contained these core
elements, regardless of what else they measured, they could help define meritorious and cost-effective
interventions.

To that end, a small number of outcome measures are needed, as too large a list would again
impede appropriate comparisons. Moreover, they needed to be validated as reliable comparators, even
if each had already been validated for itself. We recognize that no list will necessarily be permanent,
engraved in stone, so to speak, but the current list reflects the state of the art in this last decade of
the twentieth century. Also, the members of the panel were encouraged to incorporate these meas-
ures in studies they intended to do or that they encouraged colleagues to do.These would not require
WHO to fund them, but would demonstrate, nevertheless, the applicability of the measures and the
treatments they judged. These measures are not meant to limit the studies; they are proposed as core
outcome measures that can — and should — by supplemented as appropriate in tests of various inter-
ventions. But if the core measures were to be included in all future studies, valid comparisons would
be possible. Several such studies were undertaken by members of the Initiative or their colleagues,
with data sent to the statistical monitor (initially the late Dr J. Grostic, succeeded upon his untimely
death by Dr B.Pfleger).These included centers in Atlanta, GA, USA (Pfleger, McDuffie,Wilson); Bombay,
India (Pispati, Darmawan); Cairo, Egypt (Handly, Awad, Etibi, Elsangak); Indonesia (Briliantono,
Darmawan); Manila, Philippines (Navarra, Darmawan); Moscow, Russia (Nassonova); Santiago, Chile
(Arinoviche); Sao Paulo, Brazil (Chahade); and Tokyo, Japan (Homma).The analyses addressed the core
measures and the applicability of the (translated) instruments.

Fortuitously for the Initiative, some major studies began during the five years of the Panel’s inter-
mittent meetings, independent of but cognisant of the Initiative. An example is the Interregio study in
southern Germany, northern Switzerland, and the Alsace in France; three different countries, three
medical systems, three systems of reimbursement, all incorporating the outcome measures recom-
mended by the Initiative’s panel. This particular study also addressed the sources of payment, the con-
tributions required of the patients, and some differences in approaching the problem®. A similar proj-
ect was a comparison of chiropractic with standard medical care, in which physicians not involved in
the treatments monitored outcomes, while patients were randomized to adjustment, medication or
sham medication, sham adjustment. Studies of acupuncture, yoga® , herbal (south Asian) medicines and,
other widely used interventions are still pending. '

The members of the Low Back Pain Initiative devoted most of their deliberations to applying
Occam’s razor to the vexing problem of studying outcomes of interventions for low back pain. The
outcome measures ultimately agreed to are, in addition to the obvious ones of history and physical
examination to establish that non-specific back pain is indeed the malady and not the result of the enu-
merated identifiable organic causes, measurement of the degree of pain on a visual analogue pain scale,
the Oswestry disability questionnaire, a modified Zung questionnaire, modified somatic perception
questionnaire, and the modified Schober test of spinal mobility. Many other measures were proposed,

*Die Interregio-Studie. Hochrhein-Institut fiir Rehabilitation, Bad Sickingen, Germany, 1998.

5 Controlled studies are currently underway at the University of Pennsylvania. Conducted by M. Garfinkel and
R. Schumacher
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but the afore-mentioned survived the discussions. Others recommended, in addition when appropri-
ate, were the Waddell indices: chronic disability and physical impairment.A present pain index and pain
drawing were recommended as useful by some of the participants. The accepted measures will be
defined and addressed in subsequent chapters.As some of these require understanding by the patients,
translation into a variety of languages, where not already at hand, was needed, and then back transla-
tion to determine if the same phenomenon was being assessed. Moreover, statistical analysis and sup-
port were needed, provided for much of the study by the statistical centre at Life College (Now
University), a major chiropractic educational institution, Marietta, Georgia, in the USA. The
Department of Noncommunicable Diseases Management at The World Health Organization in
Geneva, Switzerland served as headquarters and compiled the contributions and guided the process.

Most of the recommended measures are not intended for use by practitioners treating sufferers,
but will provide guidance to studies of what will likely bring about favourable outcomes.The problem
is adumbrated in Professor Jayson’s remarks, which posit a work in progress, recognizing that medi-
cine itself continually undergoes change.The pharmacological and chiropractic interventions were put
to the test in studies by members of the Initiative or co-opted colleagues. The results to date are
reported in this publication. On the other hand, comments about physical therapy, spas, and psy-
chosocial aspects were solicited, the latter two from noted advocates who were not members of the
steering committee. The summaries to follow reflect the current thinking of the panel and its con-
sultants. This is not the final work. Voluminous compendia on the subject are appearing. The final
answers are not at hand. Much remains mysterious about "nonspecific" low back pain. But this tech-
nological booklet hopes to shed some light on this vexatious issue, to discourage over-treatment or
hasty resort to a beleaguered compensation system, and to shift the emphasis to chronic back pain,
whose causes and prolongation remain even more elusive.

Much of nonspecific low back pain bears resemblance to — and probably contains — fibromyalgia,
currently discredited as a disease, though the amalgam of symptoms probably reflects a hypersensitive
and over-dramatized response, encouraged by a beguiled compensation system in industrialized soci-
eties. Low back pain, on the other hand, has more validity as an entity, although the myriad causes like-
wise remain elusive. Popular understanding accepts this role for low back pain. In the vernacular, "oh,
my aching back" is a common American response to unwanted job demands, as "pain in the neck" or
other regions designates the source of these demands.

The purpose of this interim publication is to promulgate awareness of the world-wide nature of
this affliction and its considerable cost to national economies and human suffering, and to motivate
assessments and responsible reactions to these problems. With the cost of health care rising every-
where, it behoves us to understand a syndrome that has major economic and social consequences and
to address its cost realistically by emphasizing what works and what doesn’t and how best to husband
ever scarcer resources in dealing with the challenge.
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2. OUTCOME MEASURES FOR BACK PAIN: INTRODUCTION,
JUSTIFICATION AND EPIDEMICLOGY

Professor Malcolm LV. Jayson
(Professor of Rheumatology, University of Manchester)

INTRODUCTION AND EPIDEMIOLOGY

Back pain is a major clinical and public health problem. It is the most common cause of disability
among younger adults (Kelsey et al, 1992). In the United Kingdom it is estimated that over 100 million
working days are lost per year because of back problems (Clinical Standards Advisory Group, 1994).
Moreover the prevalence of back disability is increasing rapidly. Similar high prevalence and increases
in the problem have been observed in other countries. For example, in Sweden with a total popula-
tion of 4.5 million people the numbers of days of work loss related to back pain increased from 7 mil-
lion in 1980 to 28 million in 1987 (Nachemson, 1992).

Our own studies (Papageorgiou et al, |995) were performed in Manchester on a population of 4,
501 people.We found the prevalence of back pain experienced in the previous month was between
35 and 37 per cent with the peak prevalence in those between 49 and 59 years of age.

Although detailed epidemiological studies have not been performed in less developed countries it
is clear that the prevalence of back problems is high and likely to provide similar figures. However the
resulting disability may well reflect the local working environments and social and occupational sup-
port factors which cannot be elucidated without careful analysis.

The costs of back problems are huge. In part they are due to the direct costs of medical care but
in addition many disabled workers receive disability benefits. A major element is the loss of produc-
tion. These various factors will reflect the economies of different countries. The best estimates of the
costs of back pain are over $ 25-85 billion per annum in the United States (Frymoyer, 1996) and over
£ 6 billion per annum in the United Kingdom (Clinical Standards Advisory Group, 1994).

Epidemiological studies show little difference in prevalence of back problems between the sexes
and if anything the one month prevalence and the lifetime prevalence are slightly greater in females
than in males (Papageorgiou et al, 995). There may however be a slightly greater amount of time off
work in men than in women (Walsh et al, 1 992).This probably relates to the heavier work tasks under-
taken by males so they have greater difficulty in continuing in work.There is an increased risk of back
pain associated with lower social class.Walsh, et al (1992) found that the one year prevalence of back
pain increased in men from 23 to 42 per cent and the lifetime prevalence from 51 to 65 per cent
between social classes | — Il and IV —V.in a Dutch population (Valkenburg et al, 1982) found increased
figures performing skilled work. Our own survey (McFarlane et al, 1997) found increased prevalence
in those working with heavy weights or spending lengthy periods standing or walking. It is difficult from
these analyses to determine whether the work caused the development of back pain or simply that
the subject was unable to perform the job because of an underlying back problem.

Perhaps the most important risk factor the development of back pain is a previous history of pain
problems. In an extensive study (Papageorgiou et al, 1996) we found that a previous history of back
pain and in particular having seen one’s doctor because of back pain greatly increased the risk of devel-
oping back problems in the future. Moreover the presence of neck pain or other musculoskeletal pain
also acted as an important risk factor.

g .OW BACK PAIN INITIATIVE



We increasingly recognize the prevalence of psychoiogical distress. in the Boeing factory in North
America (Bigos et al, 1991) dissatisfaction with work was a major predictor of later presentation to
the medical services with low back pain. In our study (Croft et al, [996) of 1, 638 subjects who were
free of low back pain at baseline the likelihood of developing a new episode of back pain was signifi-
cantly higher in those who were distressed. Psychological tests have been used as a predictor of out-
come of surgery for back problems (Wiltse and Rocchio, {975).

Finally we have also found that the risk of low back pain was increased with marriage and with
increasing numbers of chiidren (Siiman et al, 1995). Surprisingly this increase was similar or if anything
greater in males than females. it therefore appears that the association of back pain is not with the
actual pregnancy or any procedures asscciated with it but rather to child rearing and perhaps due to
increased lifting or carrying or increased psychological stresses.

UTILIZATION OF HEALTH CARE SERVICES

The patterns of delivery of heaith care differ enormously throughout the world. In Britain there is
a complete network of Primary Care Physicians. These general practitioners see and treat the vast
majority of back pain patients. in a survey of two large Primary Care Practices (Croft PR et al, 1994)
we found that 6.4 per cent of all adults consulted at least once about back pain in a twelve-month peri-
od. in the USA (National Center for Health Statistics, 1977) 4.3 per cent of new patients visits to
physicians were because of low back symptoms. Clearly back pain makes an enormotus demand on
medical resources.

The treatments provided vary encrmously amongst these countries. They include medication,
ergonomic advice, the prescription of rest, deep heat, local cream and sprays and exercises. Notable
however is the huge variation in the prevalence of spine surgery. There is 2 10 to |5 fold difference
between different countries (Deyo et ai, 1 992) and even within relatively small geographic areas (Volinn
et al, 1983). Deyo’s study showed that the greatest predictor of the risks of spine surgery was the num-
ber of spine surgeons in the populatiori.

In less developed countries access to specialist surgeors is limited and good data are not available.
Many back sufferers do not receive medical or physiotherapy advice.

THE IMPORTANCE OF OUTCOME MEASURES

it is clear that throughout the world back problems ars major causes of morbidity. They cause
enormous human suffering. The costs to society of medicai care, benefits and loss of production can
threaten the economies of many countries.

The World Health Organization is planning a global strategy of prevention and control of non-
communicable disease including back problems. In the context standardized methods of assessment of
the probiem and using these methods to evaluate different treatment programmes appear paramount.

in order to make meaningful compzrisons berween the different countries, realistic measures
which can be used on a universal basis must be developed. With this irr mind back care experts from
around the world met to discuss the problem and to agres a way forward. Ve hope to develop param-
eters for guantifying the severity of back pain and back disability; which will be applicable in different
countries and different socizsties. We plan comparisons or the prevalence and severities of the back
problem and the effects of treatment.

THEWORLD HEALTH ORCANIZTION 9



METHODS OF MEASURING OUTCOME

Most clinical outcome measures are based on quantification of hard data. For example evaluation
of tuberculosis may be determined from microbiological data or x-rays, cardiac diseases may be relat-
ed to ECG (electrocardiogram) changes or mortality rate.

Back pain is a symptom not a diagnosis.The symptoms of back pain and the resultant disability bear
only a poor relation to objective data such as the imaging evidence of degenerative disease of the
spine. Much thought has been given in trying to identify meaningful outcome measures. They broadly
may be classified into several different types.

* Pain questionnaires such as the McGill Pain Questionnaire and the Million Back Pain Score
(Million et al, 1982).

* Measurements of function questionnaires such as the Sickness Impact Profile and the Oswestry
Disability Questionnaire.

¢ Psychosocial assessments such as the Distress Risk Assessment Method (DRAM) (Main et al, 1992)
measure the psychosocial consequences such as depression, coping behaviours, illness behaviour
and fear avoidance.

¢ Composite measures which are instruments designed to incorporate a cross section of all these
aspects of the back pain problem.

e Quality of Life Assessment (Patrick et al, 1995).

Extensive experience has been obtained with these instruments in North America and Western
Europe. However the applicability to other countries remains in doubt. Much has yet to be done to
establish these methodologies on a universal basis. For example pain may not be the symptom of great-
est concern to the patient. Sometimes the pain is replaced by numbness, weakness or paraesthesiae.
Dysfunction may not reflect the severity of pain symptoms.The ability to work is likely to reflect the
social and environmental support available for disabled people.

There is a conflict between the need to simplify questionnaires and the need to embrace all the clin-
ical infformation. Many questionnaires are too long and complicated and sometimes difficult for patients
to understand. They may not be relevant in less developed societies. The context of any study is also
an essential component of outcome assessments. A minor degree of disability not of real significance
for an elderly person may yet become a major problem for a young athlete. The requirement for heavy
manual labour has decreased considerably in many Western societies so that the impact of a back
problem will differ. The degrees of social and family support will also affect outcome and are relevant
to the problem.

In developing these outcome measures the following issues must be considered:
* Ensure that the assessments are relevant to the patient problems.

* Reliable so similar scores will be obtained when the measurements are repeated by the same and
different observers.
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Valid which means the appropriateness, meaningfulness and usefulness of conclusions drawn from the
scores. These include construct-related validity which determines whether the measure is an accurate
indicator of the underlying variable of interest; content-related validity which demonstrates the degree
to which any measures are representative of the problem; criterion-related validity which demon-
strates which measures are systematically related to other independent outcome measures.

CONCLUSION

With this background the World Health Organization is seeking to develop outcome measures
which may be universally applied. Preliminary experience of co-operation between different centres
has been obtained with preliminary trials of the use of certain measures in different countries. These
have served to indicate the way forward in the future and highlight the importance of applying uni-
versal assessments between different countries with different forms of health service and different cul-
tural, social and economic backgrounds. It is clear that this work will be essential in developing back
pain strategies on a global scale.
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NIATION OF OUTCOME MEASURES [N A MUILTIENTE S700Y
=ACK PAIN

L
‘Té

Professor Bruce Pfleger; Professor Kathryn Hoiriis; Susan Brown, Ph.D., D.C,;
Omar Elsangak, M.B.B.Ch.
(Life University, Marietta, Georgia, USA)

In November, 1993, a group of renowned heaithcare professionals from around the world (The WHO
Low Back Pain Initiative) met on the campus of Life University to discuss low back pain and its man-
agement. One of the principal decisions made was to promote clinical research in the area utilizing a
number of diverse interventions. Further meetings took place in Manchester, England; Kuala Lumpur,
Malaysia; Amsterdam, The Netherlands; and Melbourne, Australia. These meetings helped to specify
aspects of the methodology to be employed. Essential elements of the research design inciude selec-
tion of outcome measures and defining a specific patient population.

Based on the recommendations of the WHO initiative on low back pain management, the following
outcome measures were used:

* Oswestry Disability Index - This index is formed from answers to a 10-question survey called
the Oswestry Low Back Pain Disability Questionnaire (Fairbanks et al, 1980). The test is self-adminis-
tered and takes less than five minutes to fill out. The index shows the extent to which an individual’s
functional level is restricted by back or leg pain. Studies show that the survey is reliable and valid
(Fairbanks et al, 1980; Baker et al, 1989; Stratford et al, {994). The index is calculated by dividing five
times the number of questions answered into the sum of the weighted, answered scores.

e Modified Zung Index - This index is formed from a survey originally called The Self-Rating
Depression Scale, since modified (Main and Waddell, 1 984). The test is self-administered and takes |0-
15 minutes to fill out.The purpose of the instrument is to assess the severity of current depression in
patients. Low back pain (LBP) often causes psychological distress, and relief from pain can result in
improvement. The survey has been demonstrated to have good refiability (Toner et al, 1988; Tanaka-
Matsumi and Kameoka, 1986; Jegede 1976, Yesavage et al, 1983; McKegney et al, 1988) and the validity
has been extensively studied (Hedlund and Vieweg, 1979; Lambert et al, [986). The index is formed
from the sum of weighted answers to 23 questions.

* Schober’s Test - Back flexibility is measured by marking two locations in relation to the second
sacral tubercle (S2) with the patient standing erect: 0.5 cm below S2 and 10 cm above $2.The patient
is asked to flex forward as far as comfortable. Change in the distance between the two points is
observed and recorded (Dequeker et al, [997). The Modified Schober’s Test is measured using a simi-
lar procedure, except that a |15 cm distance is used instead of 10 cm.

* Visual Analog Scale for Pain - This scale provides a method to record the pain level reported
by the patient. Written and verbal instructions are to place a cross on the line to indicate the intensi-
ty of present pain. The distance from the cross to the left end of the 10 cm line is used as the out-
come measure.The left anchor is labeled "No Pain" and the right anchor is labeled "Worst Pain ." Visual
Analog Scales for pain have been shown to be reliable (Scott and Huskisson, 1979; Ferraz et al, 1990)
and valid (McCormack et al, 1988).

THE WORLD HEALTH SRS~ Tl i3



In order to determine if these four written instruments could be effective in other countries, original
versions were compared to those that were translated into another language and then back-translat-
ed into English. Original versions compared well to back-translated versions. This battery of tests was
used in a pilot study that suggested that the chosen instruments were reliable.

CROSS-SITE IMPLEMENTATION OF OUTCOME MEASURES

The core outcome measures were implemented at six sites world-wide on patients complaining of low
back pain. Information about these sites is listed in Table 1. Some of the sites involved in this initiative
administered the core instruments only one time upon entry into the clinical study. For these sites,
analysis was limited to assessing the suitability of each instrument, as translated into the native lan-
guage. Data from sites that utilized the instruments before and after the intervention could be ana-
lyzed to determine reported improvement (analysis presented in other chapters of this document).

Table I. SITES USING CORE OUTCOME MEASURES

City ~ Site Coordinator N - Trials Core
‘ ‘ : ’ ' Instruments
Atlanta Life University S Pfleger 105 lto3 Oswestry,
' TR ‘ 2 o Zung,VAS,
Schober
Bombay Consulting . Pispati 30 I Oswestry,
(Mumbai) ~ Rheumatologist (Darmawan) A Zung,VAS,
o o - - ' Schober
Cairo El-Aguoza Military Handly 157 " lto5 Oswestry,
" Rehabilitation Center o f ~ Zung,VAS,
and Ain Shams University - Schober
Moscow ~ Moscow Institute Nassonova 27 2 Oswestry,
| - of Rheumatology ' Zung,VAS
SRR ‘ S ' ' Schober
Tokyo . Keio and Kitasato Homma 60 2 Oswestry,
Universities | Zung, VAS,
o ‘ ' Schober
Sao Paulo Hospital do Servidor - Chahade - .67 I Oswestry

. Publico Estadal

Note: N refers to the number of subjects in the study (Atlanta is ongoing). Trials refers to the number
of times the outcome measure was taken; sites with two or more trials represent clinical trials.
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A chief concern for these studies is determining how sensitive the instruments are to clinical inter-
vention. Essentially, to be an effective instrument, the initial application must exhibit a mean and vari-
ance that places the majority of the scores toward the middle of the range of values that the instru-
ment is capable of reporting. If initial scores are consistently near the lower boundary of possible val-
ues, the test will be incapable of measuring a downward change as a result of clinical intervention.
Similarly, one cannot assess upward change in scores if they are already near the highest possible value
during initial application. The means and standard deviations for trial | of each test for the six sites are
listed in Table 2 along with the range for each test. '

lable 2, B

Oswestry Zung VAS Schober
Range [0 - 100] [0 - 69] [0-10] [0 -¥_T*
Atlanta* 235+ 11.8 18.0 £ 10.5 4.1+20 | 3.0 1.2
Bombay 34.7 £ 24.] 285 +94 5.7 £2.7 5.7+ 3.0
Cairo 41.6 £ 15.5 21.7 £9.7 57+£23 6.3-£1.5
Moscow 53.0+ 165 22.0 £ 9.1 6.0+24 27+ 1.0
Tokyo 23.1 £ 15.1 22893 37122
Sdo Paulo 312+ 156

*The Atlanta site used an upper limit on Schober of 5 cm.

Table 2 shows means for all measures to be centrally located within the instrument’s range of meas-
urements. In every case, two-thirds of the data (represented by the mean plus or minus the standard
deviation for a normal distribution) fit well within the end points for the instrument. Although mean
responses varied greatly across sites, the data suggests that the instruments are capable of measuring
response, either positive or negative, to a subsequent intervention.

Table 2 also indicates that mean core instrument values varied substantially across sites. This could be
due to a number of reasons as will be discussed following individual analyses of the four measure-
ments.

[52]

THEWORLD HEALTH !



Oswestry Low Back Pain Disability Questionnaire. Results from the trial | (baseline) administration of
the Oswestry are listed in Table 3

Table 3 CROSS SITE OSWESTRY STATISTICS

Mean a SR “St‘:d;“ . Dev N Max ' Min -
Atra  :s 18 7 s0 20
‘Bombay 47 w1 30 940 40
Caro . 4l6 55 s &0 . 80
'Mosc'@w'fv, S s30 165 Lo 00 17.1
SioPalo . 312 56 67 o 00
Thyo 231 ST |5.|l""'ff;}_,;'f“'e‘s'o"_ om0 20

The Oswestry test assesses physical disability due to the patient’s low back pain. Baseline values var-
ied greatly across sites, with patients from Tokyo appearing the least disabled and patients from
Moscow appearing the most disabled. Analysis of Variance (ANOVA) revealed significant differences
among the mean responses across the five sites (F = 38.4519, p < 0.0001). Significant differences across
sites were also seen for the ten individual questions of the Oswestry, as shown in Table 4.

Table 4 MEAN SCORES FOR O?‘v’\/E‘STRY WUEST!GNS

Questlon Atlanta Bombay Cairo . ° Moscow j-‘f:_'.-Sao PauloTokyo | F-VALUE . P-VALUE

Ql ig|,.55 \;,;:_;“1‘.186 0303 297 182 170 208172 " <0.000]
Q 057 030 178 . 195 119 098 " 20:4798. <0.0001
Q3 o l64 2200 309 - 305 176 155 . 145740 <0.000!
Q4 0 073 140 150 . 243 15 059 252802 - <0.0001
Q5157 203 24303220 . 209 128 227533 © <0.0001 -
Q6 . 134 207 269 300 19 132 203148  <0.000]
Q7 104 133 153 - 176 127 - 057 140811  <0.0001
Q8 - 099 ¢ lI9. 203330 - 105 - 1.09 93317

Q9 124 203 206 309 145 115 10.9854  <0.0001

Q0 L1970 243 309 156 124 9.9342°  <0.0001

The extremely high F-values and low p-values indicate significant cross-site difference for each of the
ten questions.As some of the questions could be considered personal in nature, it is also worth lock-
ing at the percent of subjects who chose not to respond to a particular question (Table 5):
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Table 5. PERCENT OF SUBJECTS NOT RESPONDING TG OSWESTRY QUESTIONS

Question Atlanta’ -~ Bombay Cairo Moscow Sio Paulo Tokyo
Ql 0% . 3% 0% - 0% 0% 0%
Q2 0% 0% 0% 0% 0% 0%
Q3 0% 0% 0% 0% 0% 0%
Q4 0% 0% 6% 0% 0% 2%
Q5 0% 0% 3% 0% 0% 0%
Q6 0% 0% 0% 0% 0% 0%
Q7 0% 0% 0% 0% 0% 0%
Q8 8% 13% 3% 3% 45% 43%
Q9 0% 0% 3% 0% [% 0%
Q10 0% 0% 0% 0% {% 8%

Good compliance was noted in filling out the self-rated form, with the exception of question number
8 which asks the patient how their back or leg pain affects their sex life. Neariy hzif of the patients ii
Sao Paulo and Tokyo were reluctant to provide such information. With some surveys, omissions will
result in lower index scores, making the patient’s condition appear less severe. However, with the
Oswestry survey, the overall index is computed by dividing the total score by the number of guestions
answered. Therefore, omissions have a lesser effect.

Modified Zung. Results from the trial | (baseline) administration of the Modified Zung are listed in
Table 6.

Table 6. CROSS-SITE ZUNG STATISTICE

Mean Std Dev N Max Min
Atlanta 18.0 10.5 76 50 3
Bombay 28.5 9.4 29 47 12
Cairo 217 9.7 200 47 i
Moscow 22.0 9.1 [l 37 16
Tokyo 22.8 9.3 57 48 0

ANOVA revealed that this data represents a significant differance among means as well (F =5.1949,p
= 0.0004). Mean scores for some individual questions were statisticaliy different across sites as can be
seen in Table 7.
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Table 7. MEAN SCORES FOR ZUNG QUESTIONS

. "Question 'Atlanta - Bombay Cairo Moscow Tokyo F-VALUE P-VALUE
Ql 051 - .34 - 0.77 1.45 0.68 .8.2017 <0.0001
Q2 - 1.53 .64 18 1.64 .85 . 10114 0.3890 -
Q3 . 0l5 [.10 0.53 045 027 126448 <0.0001
Q4 1.22 141 0.90 091 - 088 20657 0.1067 -

Q5 0.31 -1.21 0:43 0.09 028 - 109720 <0.0001
Q6 1.06 [.55 0.97 - 055 .16 ~ 1.6405. 0.1820 .
Q7 L7 . 1.88 213 145 0 224 8.778l <0.0001:
Q8 0.24 00048 048 000 0.33 ~1.7861 0.1519 =
Q% 038 - 083 0.93 173 0 7 065 7.6635 <0.0001
QIO 040 .~ 086 0.77 © 09t - 020 6.9231 0.0002
Qll. 099 0.97 - .19 LT3 0.79 - 29627 0.0338 .
Ql2 097 .46 |.47 0.36 1.48 - 40013 0.0087
QI3 092 14 107 191 o k02 24331 .0.0668
Ql4 -~ . 155. - 193 - 1.60 . 145 204 - 29033 0.0365
QI5 . 123 . L7 1.03 . 1.09 057 . 47852 0.0032
Qlé 070 . 166 . 100 . 064 - 164 - 10.1353  ‘ <0.000l
Ql7 -1.03 L0100 097 - 164 087 - 19525 . 0.232
QI8 093 14l o7 109193 . 10.0785 - . <0.0001 -
Ql9 0.39 086 064 027 - -+ 030 . 35526 --0.0158

- Q20 . .080 . ' 1.52 1.03 082 - . - 153 55781 0.0011 -
Q2r - 071 152 0.77 127 144 - 70370 . 0.0002
Q22 0.14 - 055 - 014 018 - 0dl - 29619 0.0339
Q23 1000 - L55 0.97 ‘036 150 57196 0.0009

Owing to the large number of comparisons, it is difficult to say exactly what value of p represents a
significant difference across sites. Still, Table 7 reveals that there was a significant difference in the way
various sites answered most of the Zung questions. The percent not responding to individual ques-
tions was is listed in Table 8.

e LOW BACK. PAIN INITIATIVE



Table 8. PERCENT NOT RESPONDING TO ZUNG QUESTIONS

Question Atlanta Bombay Cairo Moscow Tokyo
Ql 0% 0% 3% 0% 7%
Q2 3% 3% 10% 0% 12%
Q3 1% 0% 3% 0% 8%
Q4 0% 0% 0% 0% 5%
Q5 0% 0% 3% 0% 10%
Q6 1% 0% 0% 0% 5%
Q7 7% 14% 3% 0% 23%
Q8 4% 0% 6% 0% 10%
Q9 0% 0% 6% 0% 8%
Qlo 1% 0% 3% 0% 7%
Qll 0% 0% 0% 0% 5%
Ql2 0% 3% 3% 0% 7%
QI3 0% 0% 3% 0% 8%
Ql4 0% 0% 3% 0% 10%
QIS5 0% 0% 0% 0% 7%
Qlé 0% 0% 0% 0% 7%
Ql7 0% 3% 3% 0% 8%
QI8 0% 0% 3% 0% 7%
Ql9 0% 3% 0% 0% 7%
Q20 - 0% 0% 0% 0% 5%
Q21 3% 0% 3% 0% 5%
Q22 7% 0% 6% 0% 10%
Q23 0% 0% 0% 0% 7%

Here, the percent not responding is not as high as for the Oswestry, but is still significant for some
of the questions. Subjects in the Tokyo study were the most reluctant to complete the survey. It is -
worth noting that the mechanism for calculating the index for the Oswestry takes into account the
number of questions that were answered while the Zung does not. This means that subjects who
choose not to answer one or more questions for the Zung might appear healthier than they are.
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Visual Analog Scale for Pain (VAS). Responses for the five sites that did baseline assessment using the
VAS are listed in Table 9.

Table 9 CROSS-SITEVAS STATISTICE

Mean Std Dev N Max Min -
Atlanta 4.1 20 75 8 0.5
Bombay 5.7 27 : 29 10 1.3
Caijro 57 2.3 385 10 0.0
Moscow 6.0 24 i 10 22
Tokyo 3.7 2.2 56 8.4 0.2

Examination of the raw data revealed that the Atlanta, Bombay, Moscow, and Tokyo sites measured the
VAS with greater precision in that one decimal place was used while Cairo used the closest whole
number. A significant difference was seen among the means for VAS as well (F = 16.1035, p < 0.0001).
Patients from Atlanta and especially Tokyo reported lower initial pain levels.

Schober’s Test. Five sites also reported baseline measures for Schober’s test (Table 10):

Table 10, CROSE-SITE STATISTICS FOR SCHOBER'S TEST

Mean Stds N Max Min

Atlanta ‘ 3.1 1.2 77 5. 0
Bombay 57 - - 3.0 14 10 2
Cairo - 63" 1.5 ‘ 185 10 2

0

Moscow 27 1.0 27 4 |

The precision used again varied across sites: Atlanta and Moscow measured to the nearest 1/2 cm,
while Cairo and Bombay measured to the nearest | cm.The protocol for Schober’s requires the asses-
sor to mark points 0.5 cm below and 10.0 cm above S2 with the patient in neutral flexion/extension
(Modified Schober’s uses |5 cm above S$2).The patient is asked to flex forward, and the increase in the
distance is recorded.An increase of 5 to 8 cm is considered normal. Apparently, the Atlanta site used
the regular Schober distance (10 cm), while the other sites used the modified distance. Further, the
Atlanta site recorded 5 cm for all measures greater than or equal to that number, while the other sites
merely recorded the overall increase in length.This has the effect of decreasing the mean value for the
Atlanta group as compared to the others, but does not explain why the Moscow data were similarly
smaller. These baseline measures were statistically different (F = 113.7847,p < 0.0001).

DISCUSSION

It appears that the four core instruments were appropriately chosen for research on subacute low
back pain. The means and standard deviations of baseline measures indicate they are capable of meas-
uring change in both directions. However, there were great differences in mean values across sites.The
Tokyo subjects appeared to be the most healthy in terms of disability (Oswestry) and pain (VAS). In
terms of depression (Zung), subjects from Atlanta reported the lowest scores. Conversely, subjects in
Moscow provided the highest disability and pain levels while the Bombay population showed the high-
est degree of depression. In terms of lumbar flexibility (Schober), patients in Bombay and Cairo displayed
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high averages while Atlanta and Moscow had low averages. There are several possible explanations for
the variations across sites including:

* Assessment methodology - different protocols were used to administer the instrument. This clear-
ly applies to the Schober test as the Atlanta group used a 10 cm superior mark while the other groups
apparently used the modified 15 cm mark. Methodologies could have differed for the three surveys as
well even though they were self-administered. Perhaps the person who handed out the surveys pro-
vided different verbal instructions to the patient which could have influenced both the magnitudes of
the scores and the number of omissions.

* Assessor bias - assessors from various sites provided different measurements of the same phe-
nomenon. This occurred at the Atlanta site for Schober’s Test since measures greater than 5 cm were
all recorded as 5 (which the assessor considered normal), while other sites recorded the actual meas-
urement. Assessor bias does not apply to the self-administered surveys. However, if the patient was
illiterate, and the survey had to be read to them, then the assessor could influence the results.

* Severity of condition - different types of patients enrolled at different sites. The Atlanta group had
very stringent inclusion criteria including pain duration between two and six weeks (subacute). Other
sites had predominantly chronic patients. A critical examination of subject recruitment and patient
demographics is needed to determine if the condition of patients was similar across sites. The adver-
tisement language and placement of ads could potentially influence the type of patient attracted to the
study. Patient occupation (e.g. white collar versus blue coliar) could also affect the baseline informa-
tion.

* Language - translation of the three surveys into native languages resuited in subtle, but influential
changes in the manner that patients interpreted the questions. These effects were probably minimal,
as original versions compared well to translated/back-transiated versions.

¢ Culture - some cultures are reluctant to complain about their health while others freely broadcast
health problems. This factor might contribute more than any other to the significant differences in
scores across sites. This issue was addressed by Dr. George Ehriich at the WHO meeting in Kuala
Lumpur. He pointed to three tribes in Nigeria where one is forbidden to talk about pain, the second
displays an attitude similar to western cultures, and the third actively complains about pain as part of
their religion. Further, the wording of a question can have vastly different ramification across societies.
For instance, a question asking if a patient’s condition affects their ability to bathe sounds straightfor-
ward.To a person in a developed country, this question asks if they can turn on a faucet, climb into the
bath/shower, and have the mobility/flexibility to wash themselves.To a person in an undeveloped coun-
try, this question might also ask if the person has the ability to fetch water from a well that could be
a considerable distance away.

Though all four instruments are probably capabie of detecting change for a given patient, it may be dif-
ficult to compare effectiveness of interventions across sites. For instance, how does a 10 point drop
in Oswestry from 25 to |5 compare to a 12 point drop from 50 to 387 Should one use absolute dif-
ference or percent?! Further, it is uniikely that studies can empicy 2 single intervention while employ-
ing a cohort comparison group from another study.
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4. PHARMACOLOGIC THERAPIES

Professor Valentina Nassonova; Dr N.Toroptzeva; Dr A. Burdeiny
(Institute of Rheumatology of RAMS, Moscow, Russia)

Dr Joan von Feldt; Adjunct Professor, George E. Ehrlich; Adjunct Professor, *
(University of Pennsylvania, Philadelphia, Pennsylvania, USA)

Pain in the back is the commonest symptom leading to visits to physicians of different profiles; espe-
cially general practitioners, rheumatologists, neurologists, orthopaedists and others. It is very impor-
tant to assume that patients with back pain have pathological causes for their backache and the nature
of it is to be determined. In spite of modern numerous diagnostic procedures the nature of backache
appears to be non-specific or mechanical in the majority of cases. The majority of low back pains
recover more or less spontaneously in days or weelks. Subacute or chronic backache needs pharma-
cological pain control for facilitation of physical activity and quality of life.

The conservative management of low back pain includes first of all patient’s education, bed rest (for
the short time), rational physical activity, exercise - such as their posture, lifting, carrying, working and
sitting. This acceptable behaviour programme in many patients with back pain may be effective, but not
in those who are suffering from recurrent or chronic low backaches. Main aims of pharmacological
management of low back pain are:

« SYMFTOMATIC CONTROL OF PAIN

*  PREVENTION OF DISABILITY

Medical supplies are widely used for the decrease of pain in different painful conditions, including acute
and chronic back trouble. There are several types of medications prescribed to relieve low back symp-
toms, including “simple analgesics”, NSAIDs, muscle relaxants and antidepressants. All drugs should be
used for a limited period of time and constantly monitored for the efficacy and safety.

ACETAMINOPHEN (PARACETAMOL)

Acetaminophen is reasonably safe and was acceptable for treating patients with low back problems. It
was demonstrated in the comparative study on osteoarthritis, that acetaminophen reducing pain is
uncontroverted (Bradley ], Brandt K, Katz B, 1991). Acetaminophen in one clinical trial on low back
pain was attested as an acceptable drug (Postacchini F, Facchini M, Palieri B 1988). Since that aceta-
minophen is the first choice drug in patients with low back pain as "simple analgesics” in dose 1-2 g
up to 4 g per day. Acetaminophen seems to be effective and safe, having fewer interactions with other
drugs, not expensive. The therapeutic objective for its use in acute iow back probiems is pain relief. As
a rule, a "simple analgesic" should be given on a regular basis for fixed duration to pain control and
not intermittently.

Tolerability of acetaminophen is rather satisfactory, according to the information about its gastroin-
testinal intolerance and ulceration. But liver damage may follow proionged high doses. Acute fulminant
hepatitis and liver necrosis have been reported after even single excessive doses (Fowler PD, 1987).
Pain relief dosage had to be selected individually. It is impaortant to pay attention to patients who simul-
taneously used or had prior usage of alcohol that predisposes to acetamincphen hepatotoxicity.
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NONSTEROID ANTI-INFLAMMATORY DRUGS (NSAIDS)

NSAIDs are a class of medication which have analgesic and antiinflammatory properties due to inhib-
ited prostaglandins family. Some patients with low back pairi have quite marked secondary inflamma-
tory elements and require antiinflammatory agents. For example, aching and stiffness in the back aggra-
vated by rest going for an hour or less should respond to NSAIDs. All NSAIDs have anaigesic prop-
erties in low doses and anti-inflammatory in the high ones. In modest doses marketed for self-med-
ication, they afford pain relief sometimes better than acetaminophen (Von Feldt JM, Ehrlich GE, 1998).
Namely, ibuprofen, naproxen sodium and ketaprofen can be bought in modest dosage without pre-
scription.

There are only few clinical trials on some NSAIDs in double-blind manner for acute and chronic low
back pain. Three studies found NSAIDs superior to placebo for pain relief from | week to 2 months
of symptom duration. Diflunisal and Naproxen Sodium were shown to be much better than placebo
in patients with chronic low back pain (Berry H, Bloom B, Hamilton EBD, Swinson DR, 1982). Diflunisal
500 mg twice daily was shown to be superior to placebo: excellent and good results were in 77% in
Diflunisal group and only in 23% in placebo one (Jalgemann V, [978). Double blind parallel study on
piroxicam versus indometacin was demonstrated to be equally effective in back pain, but tolerability
of Piroxicam was better (Videman T, Osterman K, |984).

in our experience of treatment with NSAIDs of backache several drugs were used for this purpose
(diflunisal 1000 mg/day, clinoril (sulindac) 300 mg/day and diclofenak Na 125 mg/day + tizanidin 4
mg/day, piroxicam 40mg/day).All drugs were given for a period of 10-12 days as a therapeutic trial and
continued if were efficacious and well tolerated. After 10-12 days of treatment all indices became bet-
ter: Oswestry was diminished in all groups of patients, especially in diflunisal group. However, the indi-
vidual patients reported better pain relief from some NSAIDs as compared with others. For this rea-
son Brooks and Day (1991) suggested that patients change to a different NSAID if no relief was
reported after 2 weeks trial. The choice might best be made according to the speed of the onset of
effect, half-life, duration of effect, past history of the patient, complicating features and the physician’s
experience and familiarity with the prescribed medication (Von Feldt JM, Ehrlich GE, 1998).

Potential complications of NSAIDs are well known: gastrointestinal intolerance, including erosions,

ulceration, bleeding, perforation and death are the major risks. Special epidemiological studies on

NSAID safety demonstrate that severity of gastrointestinal complications occur in approximately 1-2%

of patients systematically using NSAIDs. Intolerability is higher in patients with risk factors such as
older age, especially women, previous peptic ulcer disease, smoking and alcohol consumption.The con-

comitant administration of misoprostol (generally 200 mg three times daily, available also in combina-

tion with Diclofenac) reduces the risks of gastric erosions and uiceration, but adds to the direct

expense of treatment (Walt R, 1992). Also misoprostol side effects are known to be connected with

prostaglandin’s activity.

As the majority of low back pain syndromes are self-limited, chronic administration of medication is
rarely necessary, but the indications are determined in the course of treatment (Deyo, 1996; Koes et
al, 1997).

MUSCLE RELAXANTS
The therapeutic objective of muscle relaxants in low back pain is the concept of skeletal muscle spasm

secondary to pain, or enlargement of pain. Deyo’s overview summarizes the current status of these
drugs (Deyo RA, 1996). There is no simple opinion about efficacy of muscle relaxant in backache. The
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conclusion of the meta-analysis of 12 studies was that muscie relaxants are probably, but rot ceriain
ly, more effective than placebo in decreasing symptoms of acute low baci prebleme. Thare vas no evi-
dence that the addition of a muscle relaxant adds to the efficacy of NSAID, Bt high :
kinds of complications of muscle relaxants as drowsiness and dizziness creares 3 |
when driving (Von Feldt |M, Ehrlich GE, 1998).

ANTIDEPRESSANT MEDICATIONS

According to panel recommendations antidepressant medication are 1 acquirs
low back pain (Bigos S, et al, 1994). Antidepressants seem to promots better ni
At the same time antidepressants broduce side effecs such as drowsiness, dryne
static hypotension and others (Von Feldt JM, Ehriich GE, 1993},

OPIOID ANALGESICS

Codeine, as an opicid analgesic, in combination with acetzminonhen, is commonly given to patients
with acute low back problem for temporary pain relief. Corarison of zcetaminophen with codeine
to diflunisal found no significant difference between groups in pain relisf or functional improvement
(Brown FL] et al, 1986; Mancie HLJ, King DE, DeForge B, 1986). N statistics were reported to sup-
port codeine or oxycodone plus aspirin or acetaminophen in thrae groups of patients with acute back-
ache (Wiesel SW et al, 1980).

A recent recommendation of such drugs for selected patients based predominantly on practical expe-
rience, because no controlied studies were found, produced a spate of comments (Von Feldt IM,
Ehriich GE, 1998). Applications of oral opioids have been accompanied by different side effects. Subjects
receiving acetaminophen with codeine ware suffering from dizzinass, fatigue, inability to concentrate,
impaired vision, drowsiness, nausea and constipation (Brown FLi et al, 1986; Mancie HLj, iing DE,
DeForge B, 1986). in one study (Muncie, 1986), 35% of patients recsiving acetaminophen with codeine
had to discontinue the medication because of intolerabie side effects (Mancie HLj, King DE, DeForge
B, 1986). Prolonged use of opioid analgesics is associated with the dzvelopment of tolerance and phiys-
ical dependence. The risk of developing physical dependence with short-tarm use of opicids has also
been reported (Heishman §J, Stitzer ML, Bigelow GE, Liebsor 1B, 1989). Thesa side affects are an impor-
tant concern in conditions that can become chronic such as low baci preblems (Bigos S) et al, 1994),

ORAL STEROIDS

d 2 dir
teroid and placebo treatment groups ‘Pornenoy R et al, 1997, In
tions are well known,

INJECTION THERAPY

TRIGGER POINT AND LIGAMENTOUS INJECTIONS

The substantiation of the opinion that trigger peints in the paravarteiizl 2:
ing, or perpetuating, backache is ctill controvarsial. Trigger noint i
costereid, or a combination of these, into saravertebral soft «
relief of acute back pain. One study found no diference in pain » vichin

(Frost FA, Jessen B, Siggard, Anderson JA, 1980). On the conrery, another experianc

N
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cantly greater pain relief at 3 months follow up for the two groups receiving steroid injections than
for the group receiving injections of local anaesthetic alone (Bourne IH, 1984). Potential risk of trigger
point injection, nerve injury and haemorrhage as a limited research evidence for treating acute low
back pain appears equivocal (Bigos 5] et al, 1994).

FACET JOINT INJECTIONS

The theoretical bases is that some patients with low backache have a "facet syndrome" with pain aris-
ing from facet joints and the pain usually being aggravated by extension of the spine (Jackson RP, 1992).
The AHCRP reviews five studies that used facet injections for chronic back pain demonstrated no sig-
nificant differences between groups for pain relief or functional disability (Bigos S] et al, 1994).The facet
injections include infection, haemorrhage or nerve injury, and also a chemical meningitis. Besides, the
procedure is frequently done under fluoroscopic guidance with X-ray exposure and is rather expen-
sive, future use may be limited.

EPIDURAL INJECTIONS

Epidural injections are frequently met in patients with radiculopathy or lumbar spinal stenosis. Epidural
injections of local anaesthetics, corticosteroids or narcotics into the epidural space could reduce
inflammation or irritation at that site. The AHCPR reviewed a number of studies that used epidural
corticosteroids (Bigos S et al, 1994). Two studies of epidural injections for management of acute back
pain with radicular symptoms found no significant difference in pain relief inmediately posttreatment
or in the long-term follow-up (Cuckler JM et al, 1985; Mathew §] et al, 1987). In patients with chronic
pain, three studies reported short-term relief from corticosteroid injections (Bush K, Hillier SA, 1991;
Dilke TF, Burry HC, Grahame R, 1973; Ridley MG et al, 988) although two other studies reported no
difference between groups (Klenerman L et al, 1984; Snoek W,Weber H, Jorgensen B, 1977). One study
demonstrated pain relief beyond | month and these findings resonate with experience (Von Feldt JM,
Ehrlich GE, 1998). Potential adverse side effects include incorrect placement of the epidural needle,
headache, fever, inadvertent spinal tap and, rarely, epidural abscess (Von Feldt JM, Ehrlich GE, 1998).The
use of morphine with or without corticosteroids can cause respiratory depression (Hopwood MB,
Abram SE, 1993; Rocco AG et al, 1989). Rocco and co-workers found that an increased risk of treat-
ment failure was associated with prolonged duration, nonradicular diagnosis, lack of employment and
smoking. Alcohol use was associated with decreased risk of treatment failure (Rocco AG et al, 1989).

Aldrete looked at the group of 551 patients with severe back pain, found temporary lumbar epidural
catheter infusions with bupivacaine and fentanyl via disposable infusion pumps to be effective in reliev-
ing chronic low back pain for extended periods (Aldrete JA, 1997). ‘

Epidural infections are invasive and rarely accompanied by serious potential risks. At the same time
this treatment may be a reasonable palliative opinion for patients who have contraindications for sur-

gery.
ACUTE LOW BACK PAIN

Acute low back pain occurs after acute injury or heavy (even moderate) physical exertion. Most
patients turned to the physician, first of all general practitioner. The majority of physicians treat such
kind of patients with bed rest and analgesics, muscle relaxant and mild opioid such as codeine. Many
patients will improve during several days or 2-4 weeks.

At the beginning of treatment a physician is to explain the necessity of bed rest, rational physical activ-
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ity, exercises for improving posture, correcting lifting, carrying, working and sitting. It is necessary to
turn attention to the patient that prolonged bed rest is harmful from the possibility of quick develop-
ment of muscle atrophy, bone mineral loss and cardiopulmonary deconditioning. Early return to work
has.had not only medical but also a socio-economical reason. It is very important to remind the patient
about avoiding recurrent back injury by modifying poor habits and to teach back and abdomen mus-
cle strengthening exercises.

The first type of medication - "simple analgesics" are more effective and safe. NSAIDs from over-the-
counter repertoire on analgesic dosage or an antiinflammatory dosage is needed (morning stiffness
and other). Often, the patient is still able to work and continues daily living activities and adding a mus-
cle relaxant may be sufficient to reduce back pain to tolerable levels. Serious opioid analgesic could be
prescribed to the patient suffering from hard backache or if a patient is functionally impaired from back
pain to restore activation. In both cases opioid may be prescribed for a short time only.

Ageing patients deserve special consideration. The acute pain associated with osteoporotic vertebral
fractures usually require opioid analgesics or combinations of NSAIDs with mild opioid as a first line
of treatment. In this population monitoring of side effects can be significant. Adverse reactions on nar-
cotics are different. Among them constipation, altered mental status with increased risk of falling and
extra fracture could be observed. NSAIDs also have numerous side effects in dose-dependent man-
ner, including gastrointestinal bleeding, decreased renal blood flow with subsequent rise in BUN and
creatinine, altered mental status. Judicious use of an appropriate NSAIDs and close observation of
older patients may decrease danger of side effects and may diminish total narcotic dose and undesir-
able reactions accordingly. The last may to help the older patients to improve their early mobility, which
they need.

Some patients need muscle relaxants for promotion of sleep and modifying pain in nocturnal time.

Older patients with osteoporotic vertebral fracture use calcitonin for acute and chronic management.
Calcitonin exerts an analgesic effect and is rather safe. The intranasal administration of calcitonin
seems to be more effective in producing analgesia than parenteral administration.

CHRONIC BACK PAIN

The treatment of chronic back pain is very difficult and pharmacological approaches are only part of
multidisciplinary problem. According to modern point of view management of patients with chronic
back pain is the aim of multidisciplinary team, including physiotherapist, psychiatrist, rheumatologist,
chiropractor, orthopaedic surgeon and other specialists. Pharmacological treatment of chronic low
back pain is a part of many-sided programme, but the main objective drug control of pain is improv-
ing the quality of life and physical activity.

Combination of analgesic therapy, including "simple analgesics", NSAIDs, muscle relaxant and some-
times a low dose of mild opioid analgesic may be safer than treatment with maximum dose of each
medication individually. A sleep disturbance is often associated with chronic back pain and therefore
the low dose of antidepressant may be useful. Some researchers have hypothesized that the medica-
tion may possibly have a pain-relieving effect in addition to antidepressant properties.At the same time
antidepressant medication can produce a variety of side effects including dry mouth, drowsiness, con-
stipation, orthostatic hypotention and other.

The systematically treatment of patients with chronic back pain with opioids is still controversial
because of the risk of physical dependence. These side effects are an important concern in conditions
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that can become chronic, such as low back problems (Bigos et al, 1994).

Invasive modalities, such as epidural corticosteroids, in chronic low back pain may be reasonable step
in refractory patients, especially in those who have contraindications for surgery.

CONCLUSION

Low back pain is a symptom of different conditions connected with spine. In spite of modern diag-
nostic procedures, the nature of backpain appears to be non-specific in many cases. There are acute,
subacute and chronic types of low back pain, which have common and distinguish approach of phar-
macologic management.A list of drugs with analgesic actions is so enormous that some relief of pain
for acute, subacute and even chronic low back pain is becoming reality. Future studies of pharmaco-
logic approaches in treatment of low back pain have to include definite outcome measures to enhance
comparability and to elaborate most effective and safe combined programme (The World Health
Organization, 1995).

APPENDIX

The Institute of Rheumatology of RAMS carried out a comparative study to objectively evaluate the
efficacy of treatment of low back pain patients under the criteria suggested by WHO — Oswestry
Disability Questionnaire, Modified Somatic Perception Questionnaires (MSPQ) and modified Zung
score (MZS),VAS, and Schober’s test.

40 patients with LBP syndrome - 14 females (average age 46 yrs) and 26 males (average age 49 yrs)
with spinal pain duration from 2 to 4 weeks, were separated into four groups. Il patients received
Clinoril, 300 mg/day; 15 patients, Diflunisal, 1000 mg/day; 9 patients, Diclofenac Sodium 125 mg +
Tizanidin 4 mg/day and; 5 patients, Piroxicam, 40 mg/day. All drugs were given for the period of 10-12
days as a therapeutic trial until improving back condition.

Each patient in these four groups filled out the Oswestry Disability Questionnaire and in two last
groups — MSPQ and MZS before and after treatment to assess psychological condition of the patient.
Schober’s Test and VAS were used for registration of back function also — before and after treatment.
Every answer and index had certain quantitative assessment. Treatment of the data was carried out
according the methods of paired variants using Student t-criterion.

RESULTS

In all 4 groups of patients on the background of therapy one could notice improvement of functional
condition of patients evaluated by the Oswestry Disability Questionnaire. Thus, in the Ist group of
patients having clinoril the average level of disability was 44% before and 32% after the treatment
(p<0.002).In the 2nd group having Diflunisal 55% and 24% correspondingly (p<0.0001),in the 3d group
having Diclofenac in combination with Tizanidin 60% and 35% correspondingly (p<0.003) and in the
4th group having Piroxicam 49% and 30% correspondingly (p<0.005).

In the 3d and 4th groups the assessment according to the MZS simultaneously demonstrated that
patients with LBP syndrome were in the risk group according to the depressive condition; in the
course of treatment their psychological condition improved (p<0.01 and p<0.05 for 3d and 4th groups
correspondingly).
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Proposed by WHO Committee questionnaires and indices for registration of back function for the
assessment of LBP patients condition could be used for monitoring of treatment efficacy in such

patients on the background of administration of different medications.

The analysis of psychological LBP patients’ condition by modified questionnaire of somatic condition
and modified Zung score demonstrated that their psychological discomfort decreased in the course
of treatment and the functional activity of spine became better.

7

Drug No of No of days Questionnaire Before Average Difference at P
Patients Treatment the end of Treatment

Clinoril

(300mg/d) B 10 Oswestry (%) 44+4 -1243 <0.002
Modified 3.1£ 03 +1.4£0.4 <0.003

Diftunisal 15 to Oswestry (%) 55+4 -31+4 0.0001

(1000mg/d)

Diclofenac 9 12+0.6 Oswestry (%) 60+5- -25+6 <0.0003

(125mg/d)

+ Modified 4.831£0.8 2.5+.6 <0.01
Tizanidin Modified Zung 2845 -6% 2 <0.01
(4mg/d) (score)

Schober’s (cm)
VAS (mm) 5616 -3419 <0.005
MSPQ 5.3%1.2 -1.0£0.4 <0.05
Piroxicam 5 11.4£0.75 Oswestry (%) 49+6.8 -19.41£6.8 <0.005
{(40mg/d)
Modified 3.1+£0.2 +1.1£0.6 <0.05
Modified Zung 28+5.9 -4.6£3.6 <0.05
(score)
YAS (mm) 48.218.8 -28.219.9 <0.05
MSPQ 6.8+1.5 -3.2+1.7 >0.05
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Therapeutic management of low back pain is often arbitrary and based on the caring health care pro-
fessional’s personal experience. Less frequently, management is based on clinical data produced by
comparative investigations employing scientific methodologies in multidisciplinary units combining the
skills of a rheumatologist, physiatrist, physical therapist, occupational therapist, orthopaedist, social
worker, psychologist and/or psychiatrist and rheumatology/rehabilitation nurses (Ehrlich GE, 1973;
Gerber LH, Hicks JE, 1988; Hicks JE, Nicholas Jj, 1988).

The physician caring for the subject with LBP needs to precisely ascertain the stage of the disease, the
presenting features and symptoms, the biomechanical changes, the severity of the referred pain, the
changes of the paravertebral muscles, and the psychological consequences of the disease. Additionally,
its causes should be sought as well as the disease’s mode of presentation, that is, acute, recurrent, sub-
acute or chronic. It is also important to determine the patient’s acceptance of previous treatments,
the degree of incapacitation for routine activities, the effects of planned exercises and the ergonomics
of the patient’s professional activities. The social and economical issue regarding matters of workers
compensation is also a challenge because of patient simulation.

Low back pain is perhaps the best example of the shortcomings of the disease-illness paradigm as a
simple model of disability (Meenan R, 1988).

Although back pain is a common cause of disability, a few cases display an anatomical abnormality
accounting for the clinical findings and symptoms. Even in cases where a diagnosis of herniated disk is
attained, the patient’s degree of disability may show no bearing with severity of the symptoms.

Most patients with low back pain respond to a course of conservative management. However, the
components of nonoperative therapy that are effective in treating and preventing low back pain con-
tinue to be debated in the literature (Borenstein D, 1996, Borenstein D, 1998).

Lahad et al (1994) reviewed a total of 190 papers to find 64 studies that discussed the efficacy of back
and aerobic exercises, education, mechanical supports, and risk factor modification (cessation of smok-
ing and weight reduction) for the prevention of back pain in asymptomatic individuals. Despite the fact
that only a few data support their beneficial role, exercises that strengthen back and abdominal mus-
cles are the intervention associated with a decreased rate in the frequency and duration of low back




pain (Faas A, Van Eijk JTM, Chavannes AW, Guybbels, 1995; van Tulder MWV, Koes BW, Bouter LM,
Metsemakers JFM, 1997). Minimal evidence exists for education, and there are insufficient data con-
firming efficacy of mechanical supports and no evidence for risk factor modification as a mean of pre-
venting low back pain.The generalization of these data to the general population must be made with
caution because the published studies were conducted in the workplace.

In this paper, we discuss some therapeutical alternatives and rehabilitation programmes for idiopathic
low back pain and for those cases of low back pain caused by biomechanical imbalance (Gerber LH,
Hicks JE, 1988; Hicks JE, Nicholas JJ, 1988).

REST

A two to three-day bed rest is recommended for mild to moderate cases whereas a period of | to 2
weeks of rest can be recommended for cases where radiculopathy is present. It is likely that a bed rest
period of over three days does not decrease the disability rate. Rest should be on 2 hard surface, in a
conformable supine position, with the lower limbs flexed. Interestingly, several reviews, including the
Quebec Task Force (1987) and the Agency for Health Care Policy and Research (AHCPR) guidelines,
have noted some benefit from limited rest and did not note any benefit from therapeutic exercise in
the acute setting of mechanical low back pain (Scheer SJ, Radack KL, O’Brien DR Ir, 1995; Scheer §],
Robinson RD,Weinstein SM, 1997).

Rhythmic and smooth stretching exercises are recommended once the symptoms begin to subside
(pain, paravertebral muscle spasm and antalgic scoliosis). In-bed lumbar traction is usually not recom-
mended at this stage. Postural education and biomechanics should be initiated as early as possible.The
patients should be encouraged to remain as active as tolerated early in the course of LBP. Malmivaara
et al (1995) have shown the benefits of using return to graded functional activities in the management
of low back pain, rather than a specific time of rest or structured exercise programme. -

PHYSICAL THERAPY

Accurate diagnoses of the causes of the LBP and treatment objectives play a definitive role in the
determination of the type of physical therapy to be employed for LBP. Several treatment modalities
have been recognized to date. However, very few control studies have definitely determined efficacy
rate and outcomes. Pain syndromes are known for their multifactorial features and the different limi-
tations, regarding the methodologies hinder the performance of randomized studies in the determi-
nation of clinical efficacy of specific treatment modalities. Additionally, a placebo effect can be present
in up to one third of the cases receiving physical therapy (Turner |A et al, 1994).

The relief of acute pain demands local superficial or deep heat or ice pack therapy. TENS (transcuta-
neous electrical nerve stimulation) is an alternative to relief the pain. It is easier to perform and well
tolerated by the patients as a procedure to obtain analgesia.

Exercises are the cornerstone in the physical therapy and rehabilitation. This topic will be discussed in
further detail elsewhere.

The Lumbar traction is less used as treatment because, in certain situations, it can increase the pain.
Postural education, health ergonomics applied to the workplace and at home should also be recom-

mended. Schools for vertebral column rehabilitation — back school - have been producing good out-
comes in diminishing the frequency of LBP.
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Main Treatment Modalities for rehabilitation and physical therapy employed for LBP (Faas A,Van Eijk
JTM, Chavannes AW, Guybbels, 1995; Graves JE et al, 1990;Van den Hoogen HJM et al, 1997).

juication, rest, braces, belts,
Isometric and stretching exercises .
-Flexion extension exercises:under.

% supervision, global postural rehabilitation - |

In chronic cases with acute bouts of pain, the employment of braces and abdominal supporting belts
(elastic belts) are effective in diminishing the pain. However, the abdominal belts should be worn only
for a brief period of time to avoid atrophy and weakness of the abdominal wall.

There is no clear-cut agreement about the indications of physical therapy for low back pain. For
instance,Van de Hoogen et al (1997) completed a prospective study cohort of prognostic factors for
the resolution of low back pain. Forty percent of the eligible patients dropped out of the study, bias-
ing the results for patients with more severe disorders, so that patients who received physical thera-
py had a slower improvement rate.

Treatment management planning, for patients with chronic manifestations, should take into account the
affective and the nociceptive components of the pain. The delay in the recovery of patients with low
back pain may be related to other factors unrelated to the patient’s clinical status. Recovery can be
strongly influenced by psychological and occupational factors. It should also be remembered that
chronic low back pain patients become physically unfit, requiring a more comprehensive assessment.
Specific management of chronic LBP should include the following points: self-application, easiness, low
cost, and satisfactory efficacy.

THERMAL AGENTS

The application of heat or ice in the lumbar region aims at controlling the pain, muscle contraction,
and the inflammatory reaction in certain cases.

HEAT AND COLD

Heat and cold have been known for some time to reduce pain.They appear to do so by equalizing the
temperature gradient between injured and non-injured tissues. In addition to relieving pain, these
modalities have other actions, including effects on flexibility, joint stiffness, blood flow, and inflamma-
tion.To take advantage of these properties, both for treating pain and other conditions, numerous heat-
ing and cooling devices have been developed.

SUPERFICIAL HEAT MODALITIES

Heating modalities create both local and reflex effects. The local response is an increase in tissue tem-
perature and metabolic rate. The reflex effects include both regional and generalized responses. The
regional responses increases blood flow to the treated area and muscle relaxation. The generalized
responses include increased blood flow to he contralateral limb, sedation and relaxation, sweating, and
body thermoregulation. The local responses are more vigorous as a rule.
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Heating modalities are generally prescribed based on their ability to heat the body tissues either
superficially or more deeply.

Superficial heat causes a reflex increase in blood flow to the skin and muscles below the heat as well
as increasing blood flow in the skin of the limbs distal to the site of the heating. In conditions of painful
muscle splinting, such as acute neck or back strain, superficial heat may provide significant relief of pain.

There are a number of different superficial heating devices. Wet or dry heat includes hot pads,
hydrotherapy and infra-red.

DEEP HEATING

When tissues deeper than 3 to 5Smm need to be warmed, superficial heating agents cannot reach them.
There are three types of deep heating modalities. Only one, ultrasound, is used with any great fre-
quency, chiefly indicated for chronic backache, to increase extensibility of the connective and muscle
tissue.

Microwaves are electromagnetic radiation forms which are preferentially absorbed in water-contain-
ing tissues. They mainly heat muscle. Microwave diathermy is relatively safe and easy to use. On the
other hand, it does not usually offer a clear-cut advantage over ultrasound. if available, and if selective
muscle heating is desired, it may be a good option to use. Short waves forms are only used for select-
ed patients without neurological lesions.

GUIDELINES FOR USE OF THERAPEUTIC HEAT

*  When using superficial heating modalities, the patient should not lie on top of the heating source.
This is more likely to cause skin burns because the pressure from the body weight masks the pain and
prevents capillary blood flow from dissipating the heat.

*  When using heat to help increase flexibility, it should be accompanied and followed by prolonged
gentle stretching. Heat alone, without the stretching, will not increase flexibility. As a rule, the highest
dose of heat that can be tolerated without producing tissue damage is required to have an effect on
flexibility. This technique is mainly used to treat contractures.

* Heat increases blood flow to the tissues being warmed. This increase in blood flow may help to
resolve inflammation in some cases. In other instances, it aggravates the inflammation. It may be fol-
lowed by massage to reduce oedema.

* The increase in blood flow "washes out” the heat. Thus, after a certain amount of time, prolonging
the heating session is no longer useful. For most superficial heating sessions, 20 to 30 minutes of heat
application is useful. For deep heating, 5 to 10 minutes per field is used.

* Heat increases blood flow to the tissues being warmed. This increase in blood flow may help to
resolve inflammation in some cases. In other instances, it aggravates the inflammation. It may be fol-
lowed by massage to reduce oedema.

* The increase in blood flow "washes out" the heat. Thus, after a certain amount of time, prolonging
the heating session is no longer useful. For most superficial heating sessions, 20 to 30 minutes of heat
application is useful. For deep heating, 5 to 10 minutes per fieid is used.

THE WORLD HEALTH ORGANIZTION

[9¥]
[#x}



+  Let the patient’s sensation of warmth guide treatment. For ultrasound, a useful technique to achieve
optimal heating is to go right up to the point of pain and then back off on the intensity slightly.

*  Vigorous heating is not generally indicated in acute injury or in inflamed joints. In these situations
it may worsen the inflammation.

CRYOTHERAPY

Cold application is commonly used in musculoskeletal conditions, especially after acute injury. It helps
decrease tissue inflammation and swelling. It also helps to decrease pain sensation, either by acting as
a counter irritant or by blocking pain transmission directly.

COLD MODALITIES: lce Packs
Vapocoolant Spray

Cold produces vasoconstriction, which decreases blood flow to the area being treated. Thus, the cool-
ing effect is not "washed out" as quickly as with heat, and the effects are more long-lasting. When the
tissues are cooled enough to cause damage, there is an axonal-reflex mediated vasodilation that
increases blood flow to prevent frostbite. This level of cooling should not be approached in a clinical
setting. '

Cryotherapy is usually used in the first | to 2 days after injury. It is commonly applied for 10 to 20
minutes every | to 2 hours as tolerated. It can also be used before or after exercise to decrease
inflammation. In states of painful muscle splinting it can reduce pain and relax the muscle.

THERAPEUTIC HEAT AND COLD

Both therapeutic heat and cold have the physiologic effect of ameliorating pain and muscle spasm
(Weber DC, Brown AW, 1996). Heat also has the benefit of increasing extensibility of collagen when
combined with stretching. Cold can decrease swelling if applied after early trauma.

As a rule, either heat or cold can be used for soft tissue pain depending on patient preference. Cold
application may be used later on. Myofascial pain often responds to ice massage. A helper massaging
with an ice block in the direction of the muscle fibres until deep cooling, pain relief, and muscle relax-
ation are achieved performs this. This can either precede or follow an exercise or stretching session.

ELECTROTHERAPY
« TENS (high and low intensity) and other modes of electrical stimulation.

+  Galvanic currents, iontophoresis, dyadynamic currents, electroacupuncture,
interferential current, and so.

ELECTRICAL MODALITIES

Transcutaneous neuronal electrical stimulation (TENS) modulates pain by applying electrical impulses
to the skin.There are two basic types: high frequency, low intensity TENS (conventional TENS), and low
frequency, high intensity TENS (electro-acupuncture). Conventional TENS works due to the "gate" the-
ory of pain. Presented simply, this involves incoming cutaneous sensory and proprioceptive impulses
carried through larger myelinated nerve fibers, which inhibit pain impulses carried more slowly by
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unmyelinated nerve fibers at the level of the dorsal column of the spinal cord. The faster impulses

arrive at the dorsal first and "close the gate," forestalling propagation of the slower pain impulses
(Shealy CN, Mauldin CC Jr, 1993).

The second type of TENS, high voltage galvanic stimulation or electro-acupuncture utilizes a more pro-
nounced "jolt" of electrical stimulation, which increases endogenous opioid substances in the brain.
Electro-acupuncture may be less useful in the treatment of some pain disorders because of the painful
nature of the stimulus itself.

The advantage of TENS is that it is non-invasive. Several different electrodes and stimulator settings
‘should be utilized before discontinuing it for failing to relieve pain. Individual response to TENS is the
rule.There are a few contraindications to TENS.Theoretically, it may cause malfunction of cardiac pace-
makers. Hypersensitivity to the electrodes (skin irritation) occasionally necessitates discontinuation,
but can be minimized if different electrodes are used.

MOBILIZATION TECHNIQUES

* Manipulation - These are passive mobilizations indicated for acute backaches of facet syndromes.
An experienced professional should carry it out. Usually this procedure is not beneficial in cases
of low back pain lasting longer than thirty days. There are also no studies demonstrating that
manipulation reduces the incidence of chronic backache.

* Massage - Itis an interesting procedure utilized together with other techniques for relief of pain
and decreases the muscle tension.

* Hydrotherapy - Different forms of hydrotherapy may be used (hydrokenesitherapy and
hydromassage among others). It relieves backache by degravitation of the spinal column and
the heat, permits limbering-up exercises aimed at increasing muscle force, and corrects of
lumbar hyperlordosis.

* Lumbar traction - This can be mechanical or electrical attempting to produce continuous or
intermittent stretching of the vertebral ligaments to achieve a small separation between them.
Nowadays, it is rarely indicated and in general its use is debatable. Studies have shown that although
it is well tolerated, it is not helpful in controlling sciatic pain and backache, except in some special
cases which are unpredictable beforehand. Major forces can be applied if the patient tolerates
the procedure. However, there is no evidence of its direct effect on reducing pain, although it
can decrease the pressure within the disc. The physician should determine whether there is
improvement during traction, otherwise it should be discontinued. Indication of traction, combined
with prior use of heat or muscle relaxants, can aid in the mechanical action of traction
(Gerber LH, Hicks |E, 1988, Medeiros L, 1996).

In the absence of marked spinal instability, [umbar pathologies, especially during the acute stages, can
require a comfortable appliance: a corset is well accepted for short periods. It must limit lordosis and
increase intra-abdominal muscle support without limiting movement. its continuous use can promote
the appearance of osteoporosis and weakening of abdominal muscles. The latter can be avoided by pro-
gressive physical activity and stretching exercises. The patients should be encouraged to remove the
appliance whenever possible, so long as the pain is under control and the functional characteristics of
the lumbar segment can be liberated. Elastic support girdles can help to decrease painful symptoms.
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Exercises and Static Imbalance (Bienfait M, 1995; Bookhout M, 1996; Denys-Struyf G, 1995; Piret S,
Béziers MM, 1992; Souchard Ph.E, 1996)

The role of exercise differs in patients with subacute and chronic low back pain from those with acute
pain. Patients with chronic low back pain have weakness of the abdominal, trunk, and lower extremity
musculature. Weakness in these muscle groups may predispose patients to associated recurrence or
persistence of low back pain. Studies have shown that exercise programmes for strengthening trunk
musculature in subjects with chronic low back pain are successful in producing increased strength. One
study, using a graded-exercise programme in patients with subacute low back pain (7 to 9 weeks in
duration), was successful in restoring patients to occupational functional activities and in facilitating
return to work (Kellett KM, Kellet DA, Nordholm LA, 1991).

Programmed postural reduction exercises permit teaching correct postural stances, improving flexi-
bility, stability and balance. Educational programmes, including back school have been reported to
improve individual patients with low back pain (Roland M, Dixon M, 1989). Nevertheless, recently,
Daltroy et al (1997) studied 4,000 postal workers in a five-year controlled trial of back school educa-
tion for prevention of LBP.The education programme included three hours of training and four rein-
forcement sessions. The rate of LBP injuries was the same, both in the treatment and in the control
groups. Postural education training for the postal employees may not be useful for decreasing work
injuries. Questions remain concerning the applicability of this study to all work situations.

Populational tendencies in patients with chronic low back pain, described by Mayer et al (1985)
demonstrated a reduction in performance of trunk extensor and flexor muscles when compared with
a control group. Greater involvement of the extensors led to an inversion of the percentile relation-
ship between flexors and extensors torque in patients with chronic low back pain in isokinetic evalu-
ation. These tendencies are observed both in men and women with chronic pain and are more evident
in females.

In another study, Mayer et al (1989) evaluate the computerised tomographic scan images of the trans-
verse area of the paravertebral and psoas muscles in chronic low back pain patients during the post-
operative period. The authors correlated reduction of muscle density to reduction in isokinetic per-
formance.

According to Hides et al (1996), multifidus muscle atrophy recovers only with difficulty after an
episode of low back pain.The author speculates the existence of a reflex inhibitory mechanism of this
muscle during mechanical dysfunction of the lumbosacral area, similar to the quadriceps reflex inhibi-
tion due to knee disorders. Painful afferent stimuli would activate a long reflex pattern. Damage of the
posterior rami, which inervate the paravertebral muscles, as observed after back surgery, is not nec-
essary to promote intense atrophy of these muscles.The authors also say that this atrophy is already
present after three weeks of pain. They describe the ultrasonographic evaluation of the transverse
diameter of the multifidus muscles in the first acute episode of low back pain of mechanical origin in
4| patients.Atrophy of that muscle was frequently present. Patients of this study were divided into two
groups. One group of patients performed supervised and specific exercises to strengthen the multi-
fidus muscle. After ten weeks, ultrasonographic evaluation showed decrease of muscle atrophy in the
group treated with exercises. Persistence of atrophy was observed in the conventionally treated group.
These findings were also present in patients with no pain and who had returned to normal function-
al level. The author concludes that multifidus atrophy after mechanical low back pain will not sponta-
neously remit and can be responsible for recurrence in a large percentage of cases. Specific exercises
for the recovery of this muscle must be prescribed in the treatment of these patients.

38 LOW BACK PAIN INITIATIVE



Reflex inhibition should be considered due to mechanical disorders, to a lesser segmental mobility, and
in some cases due to the presence of myofascial and ligamentous pain in the dorso-lumbar area.

The lesser involvement of trunk flexor muscles, observed in many studies related to chronic low back
pain, may be explained by: a) the absence of a specific reflex inhibitory mechanism, b) a smalier num-
ber of joints related to these muscles and c) a greater activation of these muscles in daily activities.

Trunk extensor muscles deficiency should be considered in planning rehabilitation programmes for
chronic low back pain patients. Specific exercises should be included for the strengthening of these
muscles.

Kraus (1994) developed a simple methodology for the clinical evaluation and detection of muscle defi-
ciencies involved in postural disorders. He also described a systematic sequence of exercises to cor-
rect these deficiencies.

Some studies describe reversion of paravertebral muscle atrophy in patients with low back pain of
mechanical origin after a specific training (Hides JA, Richardson CA, Jull GA, 1996; Rissanen A, Kalimo
H,Alaranta H, 1995). The group studied by Rissanen et al (1995) performed weight resisted exercises;
the group studied by Hides et al (1996) performed isometric exercises with visual feedback of ultra-
sonography of the multifidus muscle.

Other approaches proposed in the literature include isometric training in multiple angles of trunk flex-
ion using equipments (Graves JE et al, [990) and isometric training with surface eletromiography feed-
back (Asfour S et al, 1990).

Isokinetic training was described by Timm (1987, 1995) and showed to be the most effective approach
for functional recovery of chronic low back pain patients when compared to physical modalities, back
school and conventional exercises. The group trained in isokinetic equipment presented the lowest
rates of recurrence and the greatest rates of return to work in a 5-year follow-up. Some examples of
postural exercises for the chief static imbalances will be given.VWe know that backaches are common-
ly associated with neural compressions, i.e., herniated discs and arthroses. These elements are usually
what bring on the imbalances. In order to control these problems a thorough knowledge of their cor-
rection is necessary, utilizing well-oriented and specific exercises indicated by qualified professionals.
Among the more common alterations are hyperlordoses, kyphoses, scolioses and flat back.

i. LUMBAR HYPERLORDOSIS

A balanced lordosis is one in which the pubic symphysis is aligned with the mentonian symphysis
(Mezieres occipito-scapulo-sacral alignment). It is normally considered a compensation curve.

Lumbar hyperlordosis is the compensation of a static postural imbalance, caused by ascending or
descending alterations. These determine biomechanical vertebral modifications, bearing in mind that
pelvic anteversion and lumbar lordosis go hand in hand.When the problem is in an ascending direc-
tion, i.e., imbalances that begin from the lower limbs (for example, flat feet in which there is inadequate
support of the feet on the ground causing internal rotation of the knees or external rotation of the
tibia, bilaterally and whose compensation leads to internal rotation of the femur), result in primary
pelvic anteversion and compensation of this imbalance (Fig. 1) will lead to lumbar lordosis.
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On the other hand, pelvic anteversion is also possible due to weakness of the muscles of retroversion
(oblique fibers of the gluteus major and the pyriform) (Fig. 2). Several causes for the problem in a
descending direction, (i.e., lumbar lordosis is primary, followed by pelvic anteversion) are:

« Lack of tonicity of the gluteal muscles with hypertonia of the psoas muscle.

« Contraction of the lumbar muscles with retraction of the tonic part of the psoas.

+  Spondylolisthesis due to rupture of the isthmus of L5 (anomaly of the lumbo-sacral transition).
[l. KYPHOSIS AND LUMBAR FLATTENING

Kyphosis and lumbar flattening are almost always pathological and not just a compensation of static
postural imbalance.

When the alteration occurs in a descending direction, in the case of a flat dorsum, compensation takes
the form of lumbar flattening (Fig. 3).

Kyphosis occur when the problem is in an ascending direction or in the lumbar region itself, in cases of
thigh-femoral anomaly or fractures with anterior flattening of the lumbar vertebrae (at L1, L2 levels).

1. LUMBAR SCOLIOSIS

These are usually ascending processes due to rotational imbalance of the lower limbs that produce
compensations in horizontal pelvic rotation. Minor differences in length between lower limbs that
cause frontal pelvic imbalance are also possible (Figs. 4A & 4B).

Although exercise programmes may play an important part in muscle strengthening and prevention of
future or recurrent injuries, there may also be important psychological benefits. Patients with low back
pain may have a "fear" of exercising, and a supervised programme may allay this fear and encourage
these patients to develop increased strength and the ability to participate in functional activities. Ideally,
a programme of supervised aerobic activity should be recommended, because of the link between aer-
obic activity and endogenous opiates, with potential benefits on depressive symptoms.

EXERCISES FOR POSTURE CORRECTION
I. LUMBAR HYPERLORDOSIS

The following muscles should be limbered up gluteus (Fig. 5), paravertebral (Fig. 6), iliopsoas (Fig. 7),
pyriform (Fig. 8) and the anterior muscular chain (Fig. 9), scalene, intercostal, diaphragmatic, and abduc-
tor muscles, the psoas, and anterior leg muscles).

I. KYPHOSIS AND LUMBAR FLATTENING

The following muscles must be well limbered: paravertebral (Fig. 10) and the ischiotibial muscles (Fig.
I 1) and the posterior muscular chain (Fig. 12), sural triceps, ischiotibial and deep muscles of the hips
and posterior paravertebrals).

. LUMBAR SCOLIOSIS

It is important to correct the frontal (Fig. I3) and rotational (Fig. 14) imbalance of the pelvis.
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TEXT OFTHE FIGURES
Figure [ - Aspect of the secondary lumbar hyperlordosis as a result of the lower limbs imbalances.

Figure 2 - Primary lumbar hyperlordosis associated to the weakness of the pelvis' retorversor
muscles.

Figure 3 - Lumbar retification as consequence of dorsal straight alteration.

Figures 4A and 4B - Postures of rotational (A) and frontal (B) pelvic compensations, which are deter-
mined by ascending lumbar scoliosis.

rigure 5 - With feet on the floor, bend the knees. Lift the hips keeping the gluteal muscles contracted
for |5 seconds.

Figure & - On your knees, sit on your heels, with palms on the floor stretch the upper limbs frontally.

Figure 7 - Lie on a table, bend one of your legs and let the other leg dangle over the table. With one
hand, the therapist stabilizes the hip and with the other, forces the knee of the extended leg down-
ward.

Figure 8 - Stretch legs out on the floor, bring one of them toward the abdomen, supporting one of
the hands on the ankle (the tibia remains perpendicular to the trunk).

Figure 9 - Anterior muscular chain.

Figure 10 - While lying on a firm surface, place four balls under the lumbosacral region, carrying out
rhythmic motions of lifting and lowering the pelvis while alternately contracting and relaxing the
abdominal muscles. In the same position rotate the pelvis, alternately to the right and to the left.

Figure 11 - While lying on a firm surface, keep the left leg extended on the floor, raise the right leg
and hold it behind the knee, with flexing the foot. Repeat the same exercise on the other side.

Fizure 12 - Posterior muscie chain.

Figure 13 - Lie down on a large roll of hard foam rubber, attempting to invert the lateral curve and
stretch the contralateral paravertebral muscles. Use respiration to aid in stretching.

Figure i4 - Lie down and gradually raise the iegs upward, clasping them at the waist, maintaining flex-
ion of the feet; the hips are supported on the floor; and the arms are raised.
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6. TREATMENT OF PATIENTS WITH LOW BACK PAIN USING SPA THERAPY

Professor C.F. Roques
(Professor of Physical Medicine & Rehabilitation, Paul-Sabatier University
Head, PMR Department, University Hospital, Toulouse, France)

SUMMARY

SPA therapy in randomized clinical trials (RCT) showed a significant reduction of the pain and drug
consumption, an improvement of quality of life and disability in low back pain (LBP) patients.The supe-
riority of SPA treatments versus similar conventional treatments has still to be established for LBP
patients. The study of the specificity of the different thermo-mineral therapeutic products is still to be
carried out; and the traditional specificity of sulphur or salt thermo-mineral products in the treatment
of joint disorders has to be confirmed by RCT. The follow-up period for the RCT should be at least
one year, to establish the effectiveness of the SPA therapy versus conventional similar or routine drug
treatments. Manipulations (if necessary and possible), back school education and exercise therapy pro-
grammes could be easily undertaken during a SPA resort session which usually lasts for 3 weeks. SPA
therapy and global management in SPA resort could be particularly beneficial for the patients who
present some of the following criteria: disability or decreased quality of life due to LBP, occupational
or familial integration disturbances due to LBP, contra-indications or excessive NSAID drugs con-
sumption, lack of proximity of facilities for physical therapy and/or back school programmes.

INTRODUCTION

Low back pain is a very common clinical condition. A high life-lasting prevalence, an increasing cost,
and a reduction of the quality of life of the involved patients characterises this major public health
problem in industrialized countries. But LBP is such a particular clinical situation that the main symp-
tom gives its name to this morbid condition.A more rational approach has been developed for the last
years mainly based on the analysis of controlled studies. The WHO recently (1994) established
methodological recommendations for a comprehensive approach to LBP treatment. Guidelines have
been recently established in the Pannel of the American Health Care Policy and Research (Bigos S},
Bowyer O, 1994) following the Canadian experience (Quebec Task Force on Spinal Disorders, 1987).
Papers have recently investigated the Randomized Controlled Studies (RCT) (Koes BW et al, 1991;
Koes BW, Scholten R|PM, Mens |JMA, Bouter LM, 1995; Koes BW,Van Tulder MW, Van Der Windt WM,
Bouter LM, 1994, Van Tulder MW, Koes BW, Bouter LM, 1997) but these papers never discussed the
potential benefit of SPA therapy for patients with LBP. Nevertheless recent papers reporting RCT have
demonstrated the interest of SPA therapy in the treatment of patients with LBP (Constant F, Collin JF,
Guillemin F, Boulangé M, 1995; Guillemin F, Constant F, Collin JF, Boulangé M, 1994; Konrad K, Tatrai T,
Hunka A, Vereckei E, Korondi |, 1992; Nguyen, M, Revel M, Dougados M, 1997).Therefore the purpose
of this paper is to present the main scientific data obtained from these RCT in order to discuss the
validity of these investigations and try to establish the position of the SPA therapy in the comprehen-
sive management of LBP patients.

Methodology

The international medical literature was investigated using the Medline database (key words: spa ther-
apy, health resort, low back pain, rheumatic diseases, randomized controlled trials). The methodologi-
cal quality was verified according to the criteria established by the WHO and the quality score was
measured using the Koe's criteria (Table 1) (Koes BW et al, 1991) and the score (maximum 100) was
established for the different studies (a high level of quality needs a minimum score of 50) (Koes BW,
Bouter LM, Van der Heijden GJMH, 1995). Particular attention was paid to a) the number of the
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patients; b) the specifics of the mineral treatment (number, frequency, duration of the sessions; thera-
peutic techniques used); ¢) the assessment tools used and the unawareness or masking of the practi-
tioner who performed the assessment; and d) the statistics tests used.

RESULTS

Four controlled studies were found in the Medline database and analyzed. The number of papers was
limited and therefore also the number of patients treated, but the population studied, the therapeutic
and assessment techniques undertaken and the results obtained were quite similar and homogeneous
(Table 2).The quality of the studies (Table 3) was high, as the scores were 50 and more.The spa treat-
ment consisted mainly of hot mineral balneotherapy, used in all cases, and in mudpacks, massages,
showers; the patients treated were compared to patients receiving routine drug treatment. The dura-
tion of the treatment was 3 to 4 weeks; the treatment was either daily or three times a week. In all
the cases the pain reduction was assessed using the Huskisson's Visual Analogue scale and the drug
consumption was measured by the number of tablets taken by the patients. Disability questionnaires,
quality of life measurements, and lumbar stiffness measurements were also investigated. The statistical
tests performed were in line with the data and the populations investigated, so we can conclude that
these papers followed the WHO recommendations.

Globally, the results of the spa treatments were positive as LBP patients showed at the end of the
treatment and at the follow-up assessments a significant reduction of the pain and drug consumption,
an improvement of quality of life and disability, and a reduction of lumbar stiffness.

DISCUSSION
SPECIFICITY OF SPATREATMENT

Actually, these studies demonstrated the efficiency of a physical treatment (hot balneotherapy, mud-
packs, massages, showers, etc.) performed with mineral resources and delivered in a SPA resort to LBP
patients. But these studies did not investigate the specificity of mineral techniques versus similar con-
ventional techniques (tap-water baths, usual therapeutic muds). In the case of patients suffering from
rheumatoid arthritis, Sukenik et al (1990) demonstrated the superiority of Dead Sea bath versus salt
tap-water baths and the superiority of Dead Sea mudpacks versus conventional mudpacks (Sukenik §,
Buskila D, Neumann L, Kleiner-Baumgarten A, 1992). In the case of patients suffering from osteoarthri-
tis of the knee, Szucs (et al, 1989) and Wigler (et al, 1995) both demonstrated the superiority of SPA
treatment versus similar conventional physical treatments (baineotherapy, mudpacks). Kranjc |, Turk Z
(1992) observed, with LBP patients, the superiority of spa treatment over the similar conventional
physical treatment but this investigation cannot be accepted, as the study suffered from a lack of ran-
domization and as the population groups were different (age, occupation, severity of the symptoms).
So, the superiority of spa treatments over similar conventional treatments has still to be established
for LBP patients. This superiority can be assessed in term of health benefit or in term of cost/benefit
ratio. The study of the specificity of the different thermo-mineral therapeutic products is still to be car-
ried out; and the traditional specificity of sulphur or salt thermo-mineral products in the treatment of
arthritic conditions has to be confirmed by RCT.

OCCUPATIONAL ASPECTS
LBP has very strong occupational consequences.This has not been considered in the papers published

as none paid attention to the occupational status of the patients treated. This aspect needs further
investigation.
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LONG-TERM EFFICIENCY

The studies published showed the efficiency of spa therapy at the end of the treatment and for a fol-
low-up period of 6, 9, |2 months. But such a period may be too short for such a chronic condition.
Some patients treated were suffering back pain for one year or more when they were included in the
study. So the minimum follow-up period should be one year to assess the patients; such a period would
also permit the renewal of spa therapy, which is usually performed yearly, for a period of three or four
years. The long-term efficiency could be assessed by pain measurements, quality of life improvement,
health goods consumption reduction, and occupational integration measurements.

PARADIGM OF INVESTIGATION OF SPA THERAPY IN LBP

From the four papers we also observed the lack of an unanimously accepted and used paradigm of
investigation of spa therapy in LBP.The assessment can be easily determined and so also the duration
of the treatment. But the standardization of the treatments needs more development. The conse-
quences and the modalities of the randomization have to be considered as they have ethical and prac-
tical consequences, but also as they introduce biases. The postponement of spa treatment to six
months (Constant F, Collin JF, Guillemin F, Boulangé M, 1995; Guillemin F, Constant F, Collin jF, Boulangé
M, 1994) is ethically and practically well accepted by the patients but it does not offer a sufficient min-
imum observation period of the control group.

SPATHERAPY AND THE COMPREHENSIVE CONSERVATIVE TREATMENT OF LBP

Recent papers investigated the different RCT of conservative treatment of low back pain (Koes BW
et al, 1991; Koes BW, Scholten R|PM, Mens JMA, Bouter LM, 1995; Koes BW,Van Tulder MW,Van Der
Windt WM, Bouter LM, 1994;Van Tulder MW, Koes BV, Bouter LM, 1997) and/or the daily utilization
of these resources (Boden SD, Dreyer §), Levy HI, 1998; Rosen NB, Hoffberg HJ, 1998). "Strong evi-
dence was found for the effectiveness of muscle relaxants and non-steroidal anti-inflammatory drugs
and the ineffectiveness of exercise therapy in acute low back-pain; strong evidence also was found for
the effectiveness of manipulations, back schools, and exercise therapy for chronic low back pain, espe-
cially for short-term effects" (Van Tulder MW, Koes BW, Bouter LM, 1997).The effectiveness (or inef-
fectiveness) of steroid injections, bed rest, transcutaneous electrical nerve stimulation, tractions,
orthoses, behaviour therapy, and acupuncture need further investigation. The quality level of the future
investigation should be increased as quality level of the analyzed RCT was insufficient: only 35% of the
RCT of treatment of acute LBP and 25% of the RCT of treatment of LBP had a Koe's score of 50 and
more (Koes BWY, Bouter LM,Van der Heijden GJMH, 1995).

Trained practitioners can easily perform spinal manipulation if necessary and when the lack of contra-
indications has been clearly established. Back school education is potentially beneficial for all the LBP
patients. In spa resorts, the presence of qualified therapists makes it easy to organize back school pro-
grammes. And the great number of patients, gathered in the resort, enables to achieve homogeneous
therapeutic groups. Some particular patients treated in the resorts could also benefit from an exer-
cise therapy programme; the duration of the stay is however not sufficient to achieve such therapeu-
tic programmes which need more time; but the patients could be instructed in the way of a self-con-
tinuous exercise therapy programme. Manipulations (if necessary and possible), back school education
and exercise therapy programmes could so be easily undertaken during a spa resort session which
usually lasts for 3 weeks.

Spa therapy and global management in a spa resort could be particularly beneficial for the patients who
present some of the following criteria: disability or decreased quality of life due to LBP, occupational
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or familial integration disturbances due to LBP, contra-indications or excessive NSAID drugs con-
sumption, lack of proximity of facilities of physical therapy and/or back school programmes.

CONCLUSION

Spa therapy clinically improves LBP patients on a short and medium term. But the superiority of min-
eral products versus conventional similar products has still to be established for LBP patients.The SPA
treatment, which also needs more standardization, could be zdvantageously completed by other ben-
eficial treatments such as back school programmes and exercise therapy. The follow-up period for the
RCT should be at least one year, to establish the effectiveness of the spa therapy versus conventional
similar or routine drug treatments.
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Tabie |

Criteria List for ¢ N’iethmdmiog!m Assessment of ﬁmnc"mmmd Clinical iz
Physiotherapy Exercises for BJ\H& Complaints :

(Koes BVY et ai, 1991; Koes BW, 3outer LM Van der Meljden GBIV, 1000
Maximum tetal score: HI0 poinis

A - Description of inclusion and exclusion criteria (I point). Restriction to a homogeneous study
population (| point).

B - Comparability of relevant baseline characteristics : duration of complaints, value of outcome
measures, age, recurrences, and radiating complaints (I point each)

C - Randomization procedure described (2 points) and excludes bias (2 points)
D - Drop-outs described for each study group separately, including reason for withdrawal (3 points).
E - Loss to follow-up : < 20 % loss to follow-up (2 points) ; loss to follow-up < 10 % (2 points).

F - > 50 subjects in the smallest group immediately after randomization (8 points) ; > 100 subjects
(9 points). Interventions (25 points).

G - Physiotherapy treatment protocol established and described (5 points). All reference treatments
put in a protocol and described (5 points).

H - Pragmatic study : Comparison with other treatment modality (5 points).

| - Co-interventions avoided in the design of the study (5 points)

J - Placebo-controlled : Comparison with placebo therapy (5 points). Measurement of effect (30 points).
K - Patients blinded, placebo-controlied : attemp at blindind (3 points) ; blinding evaluated and fully
successful (2 points). Pragmatic study : Patients fully naive (3 points) ; time restriction (no physio-

therapy exercises for at least | year ;2 points) ; naive-nesse evaluated and fully successful (2 points).

L - Use (measured and reported) of pain, global measure of improvement, functional status (activities
of daily living), spinal mobility, medical consumption (2 points each).

M- Each blinded measurement mentioned under point L earns (2 points).

N - Moment of measurement during or just after treatment (3 points) and after 6 months or longer
(2 points). Data presentation and analysis (10 points).

O - Intention-to-treat analysis when loss to follow-up is less than 10 %.When loss to follow-up >
10 % : intention-to-treat and worst-case analysis that accounts for missing values (5 points).

P - Frequencies of most important outcomes presented for each treatment group. In the case of (semi)
continuous variables : Presentation of the mean or median with a standard error of percentlles (5
pomts)
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5. Quality of the studies _
: BW et al, 1991 Koes BV, Bouter | M,Yan der Heiiden GIMH, 1995
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7. DESIGN OF A RANDOMIZED CLINICAL TRIAL USING CHIROPRACTIC
VERSUS MEDICAL CARE AND RESULTS FROM CHIROPRACTIC TRIALS

Professor Kathryn T. Hoiriis; Professor Bruce Pfleger; Frederic C. McDuffie, M.D.; Medhat Alattar,
M.B.B.Ch, D.C., M.S.; Edward F Owens, M.S., D.C.; Susan Brown, Ph.D., D.C. (Life University, Marietta,
Georgia, USA)

DESIGN OF A RANDOMIZED CLINICAL TRIAL
BACKGROUND

Debilitating low back pain (LBP) is a widespread problem in the adult population, and therefore, has
become a major concern of health care providers worldwide. The general population has a lifetime
estimate of 60-80% while 20% - 30% suffer from it at any given time.Allan and Waddell state that back-
ache is almost universal (Allan and Waddell, [989;Waddell, 1996).The high incidence is costly, socially and
economically. The cost per episode of acute low back pain, based on charges from primary care
providers, ranges from $435 to $783 (Carey et al, 1995). The possibility of simple back pain developing
into chronic, disabling back pain is of great concern.Waddell (1996) reports that from 955 to 1995, the
number of days of work missed due to chronic low back disability has increased exponentially.

Back pain is often classified as either acute or chronic. Acute back pain is expected to resolve in |-2
weeks, while chronic pain can be classified as lasting longer than 3 months, based on duration of an
initial episode. Often, back pain is not confined to a single episode, but becomes recurrent (Von Korff
and Saunders, 1996). A more specific, less studied classification of low back pain patients are those
which may be labeled subacute. These patients have failed to recover during the [-2 week acute stage,
but have not yet entered the chronic or recurrent stages.

Many interventions have been used for all types of low back pain. Physical therapy utilizing mobiliza-
tion and electrical modalities, medical therapy in the form of prescription and non-prescription drugs,
back school, exercise, corsets, ice packs, bed-rest, manipulation, and chiropractic adjustments are
among the many interventions used for low back pain (Brennan et al, 1994; Bronfort et al, 1996;
Bronfort, 1989; Cote et al, 1994; Cramer et al, 1993; Godfrey et al, 1 984; Berquist-Ullman and Larsson,
1977; Coxhead et al, 1981; Farrell and Twoomey, 1982; Gibson et al, 1985; Glover et al, 1974; Hadler et
al, 1987; Hoehler et al, 1981; MacDonald and Bell, | 990; Mathews et al, 1987; Nwuga, 1 982;Waterworth
and Hunter, 1985; Zylbergold and Piper, 1981; Gemmell and Jacobsen, 1995; Pope et al, 1994;
Postacchinni et al, 988; Sanders et al, 1990; Meade et al, 1990; Triano et al, 1995).

A notable study comparing chiropractic care to hospital outpatient treatment for mechanical low back
pain was reported in 1990 by Meade et al. The Oswestry pain disability questionnaire, straight leg raise
and lumbar flexion were used as outcome measures for 741 patients randomized into groups at 1|
chiropractic and hospital outpatients centres. Patients were monitored over a maximum of two years.
Patient care was provided by chiropractors or by hospital staff. Results showed chiropractic care was
more effective than hospital care in management of chronic or severe back pain especially over the
long term. In addition, the study suggested that chiropractic care was more cost-effective than hospi-
tal out-patient treatment for back pain.

After a review of clinical and related research from 1974 through 1992 on the effectiveness of manip-
ulation for LBP, Manga et al (1993) found that spinal care provided by chiropractors is more effective
than any alternative intervention.The alternative interventions considered were manipulation by phys-
iotherapists, electrical modalities, analgesics, exercise, corsets, heat, bed rest and massage. Other
reviews found chiropractic care to be consistently more effective than comparitive interventions
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(Anderson et al, 1992; Shekelle et al, 1992). Furthermore, there are studies which have shown chiro-
practic care to be a cost-effective and safe method of care for back pain (Meade et al,1990; Carey et
al, 1995; Johnson et al, 1989).

Koes et al (1993, 1996) conclude that the efficacy of manipulation for patients with acute LBP has not
been convincingly demonstrated with sound randomized clinical trials (RCT). They further state that
there has been no adequate demonstration of effectiveness in chronic pain sufferers. However, they
do acknowledge there is an indication that manipulation might be effective for some subgroups of
patients with low back pain, thereby justifying additional research efforts.

In 1994, the Agency for Health Care Policy and Research (AHCPR) of the U.S. Department of Health
and Human Services, Public Health Service, released a report in which a twenty-three member panel
performed an evaluation of published scientific evidence on LBP management (Bigos et al, 1994).This
panel used pain of less than three months duration as a definition of acute LBP.The panel found that
relief of discomfort could be accomplished most safely with non-prescription medication and/or spinal
manipulation. The panel also recommended the use of muscle relaxants, but mentioned that up to 30%
of the subjects might experience side effects (drowsiness). The AHCPR panel found no evidence of
benefit from physical agents/modalities such as ice, heat, massage, traction, ultrasound, cutaneous laser
treatment, transcutaneous electrical nerve stimulation (TENS), and biofeedback techniques. They also
did not support trigger point, ligamentous, and facet joint injections nor the use of acupuncture.

The AHCPR panel commented that the methodology of chiropractic and other manipulative therapy
studies suffered because of inadequate descriptions of baseline, demographic, and clinical characteris-
tics (Bigos et al, 1994). Further, few studies used control groups and sample sizes were large enough
to provide statistical power.

Anderson et al (1992) were also concerned that true control groups were absent from the studies
they reviewed. Their findings indicate chiropractic care is consistently better than an array of compar-
ison interventions for LBP (38 of 44 showed more pronounced effect sizes for the chiropractic group
than the comparison group). They noted that meta-analysis of these studies has been difficult due to
the wide variability in clinical protocol. Further, it was recommended that researchers strive for more
consistency across trials, particularly in the nature of outcome measures, times of post intervention
assessments, and description of technique. '

Specific outcome measures were rarely used across different chiropractic studies although the visual
analog scale (VAS) for pain was used in several (Gemmell et al, 1995; Pope et al, 1994; Postacchinni et
al, 1988; Sanders et al, 1990; Triano et al, 1995) and the Oswestry Low Back Pain Disability
Questionnaire has been used in at least two (Meade et al, 1990; Triano et al, 1995). Outcome meas-
ures used in other studies varied.

RESEARCH METHODS

PATIENT POPULATION: SIZE, INCLUSION/EXCLUSION CRITERIA AND RECRUITMENT. A sam-
ple size of 150 subacute low back pain patients was chosen as it represented a number that provided
sufficient statistical power to detect a clinical intervention effect. The minimum detectable change in
outcome measures was calculated through power analysis. Assumptions included three groups of fifty
patients, _ = 0.05, = 0.80, and a sample variance computed from a pilot study (Grostic et al, 1994)
using patients with chronic low back pain. Based on these assumptions, the minimum detectable dif-
ferences for three of the outcome measures used in this study were:
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Oswestry Disability Index 4.447
Modified Zung Index 3.952
Visual Analog Scale (for Pain) 1.711

Pain Classification. In this study, the duration and type of pain criteria were based on a specific time
interval (Table 1).The duration of iow back pain must have exceeded two weeks, thus eliminating acute
LBF, which often improves without intervention. Recruitment was restricted to pain of less than six
weeks duration to eliminate those patients who might be classified as chronic before the end of the
study.Volunteers who had episodes of LBP in the previous 18 months (recurrent pain) did not qualify
for participation.

Tablell‘. OVERVIEW OF CRITERIA FOR ACCEPTANCE

Age' o " N Range of 21-59 years
Onset of Idw back pain Minimum 2 weeks
Duration of low back pain Maximum 6 weeks
‘Other LBP episode(s) Minimum 18 months previous
Pre?ious Chiropractic Care Minimum |8 months
Previous Medical Care for LBP Minimum 18 months

INCLUSION/EXCLUSION. A key point in the study design was the specific criteria for
inclusion/exclusion to control factors, which could cause a wide variation in clinical outcome. The
strictly enforced guidelines for patient recruitment are shown in Table 2. Anyone who had previous
spinal surgery, previous traumatic spinal fractures, lumbar disc herniation, or diagnosed spinal stenosis
was excluded. Other complaints which are known to cause back pain, including osteoporosis, anky-
losing spondilitis, direct trauma, fibromyalgia, infectious endocarditis, inflammatory bowel disease, and
spondyloarthropathy also eliminated the patient from participation. In addition, those volunteers who
suffered with serious iliness were not allowed to participate. The definition of serious illness includes
unexplained weight loss, unexplained night sweats, morbid obesity, Crohn’s disease, uveitis, chronic
infectious diseases, HIV/AIDS disease, cancer, psoriasis, ulcerative colitis, uncontrolled diabetes, and
uncontrolled cardiovascular disease. Anyone with a current cervical complaint and women who were
pregnant were also excluded. Patients must have been at least 21 years of age, and the maximum age
of acceptable patients was 59 years to eliminate specific geriatric concerns such as degenerative dis-
eases, osteoporosis and compression fractures. Anyone with pending litigation such as worker’s com-
pensation cases, motor vehicle accident cases or other personal injury cases was not allowed to par-
ticipate in this study.Volunteers who had received medical care for low back pain or chiropractic care
in the previous |8 months were also excluded from the study.

The criteria for inclusion/exclusion were applied during the telephone interview and following the
medical and chiropractic assessments. During these assessments, the medical doctor and attending chi-
ropractic doctor agreed on whether each patient met eligibility requirements for inclusion.
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Table 2. OVERVIEW OF CRITERIA FOR EXCLUSION
Previous Surgefy i

Previous Fracture

~Current Serious:lliness(es)

V:Cardlovascular Dlsease
Spondylitis © !
Unexplained Weight Loss '
Unexplained Night Sweats

- ‘Morbid Obesity
‘ Crohn’s-Disease
- Uveitis '
Chronic lnfectlous Dlseases
HIV. Dlsease , :
Psoiasis .- e ey
Ulceratlve Colqtislr_-»i» L e

‘Other Cﬂrrent COn'ﬁPIa’int‘“‘ ST Ce‘r‘\}ic:al‘ Pain
‘Traumatic Injury*- ‘ S 7 Work-Related
‘ L MotorVehcheAchent

JOther current or pendlng lltlgatlon for |n|ury

Known Causes of Back Pain e
(PreVIous Dlagn05|s or Suspected)

| Osteoporosl o '
‘Ankylosing: Spondﬂltls
~ Fibromyalgia AR
~Infectious Endocarditis
‘ R . Inflammatory Bowel Disease Spondyloarthropathy

Other exclusions =~~~ o Pregnancy
‘ *Acceptable if the back complalnt is mechanical, non-specific, unresolved spraln/stram
- with pain Iastlng more than two weeks .
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INTERVENTIONS. This study design utilized specifically designed interventions. Care was taken to
see that the sham/placebo procedures mimicked true interventions as close as possible.

CHIROPRACTIC CARE. In this research study, the aim of chiropractic care was to remove spinal
subluxations using chiropractic adjustments.A subluxation is defined as a complex of functional and/or
structural and or pathological articular changes that compromise neural integrity and may influence
organ system function and general health.

Chiropractic adjustments were provided during seven visits over a two-waek period of active care.
The presence of spinal misalignments and need for spinal adjustments was determined during the ini-
tial chiropractic evaluation. Criteria used to determine the presence of subluxations included spinal
range of motion assessment, palpation, postural analysis, DTG (heat sensing thermocouple), radi-
ographic structural analysis, and supine leg length inequality. Spinal adjustments were accomplished by
using a specialized adjusting instrument and by hand.

CERVICAL ADJUSTING - Adjustments of the cervical spine were performed using a King KH-
4 adjusting instrument. This instrument was specifically designed to perform spinai adjustments
at the C-1 vertebral level (Atlas). The adjustments were accomplished by placing the patient
in a lateral recumbent position with the head on a firm headpiece which facilitated the move-
ment of atlas along the occipito-atlantal and atlanto-axia] joint surfaces. The instrument stylus
was placed on the soft tissue overlying the transverse process of atlas. A high-velocity, limited
excursion (~3-4 mm) thrust was delivered along a vector which was primarily lateral to medi-
al and determined through chiropractic radiographic structural analysis of the misalignment
between the skull, C-1,and C-2 (Grostic, 1988). The adjustments were provided without gross
or rotational movement of multiple joints such as those commonly assaciated with a "pop-
ping" or "cracking" noise.

FULL SPINE ADJUSTING - The chiropractor also used his (her) hands to adjust other spinal
segments in the thoracic, lumbar, or pelvic areas as determined through palpation and radi-
ographic structural analysis (Reinert, 1976). With the patient in either a prone or lateral
recumbent position, a specific high-veiocity, low-amplitude thrust was introduced to adjust a
specific vertebral segment. In some instances this type of adjustment produced the well-known
joint mobilization sound of "popping" or "cracking."

MEDICAL THERAPY. The drug therapy for this project involved the use of three muscle relaxants
(Cyclobenzaprine HCI, Carisoprodol, Methocarbamol} and cne analgesic (Acetaminophen).
Cyclobenzaprine HCL acts to reduce tonic somatic motor activity primarily within the central nerv-
ous system. Carisoprodol produced muscle relaxation in animals by biocking interneuronai activity in
the descending reticular formation and the spinai cord. Methocarbamol is thought to depress the cen-
tral nervous system (PDR, 1993). Acetaminophen served as a rescue medicine for patients in all inter-
vention groups. Table 3 lists the medications used in the study along with dosage and adverse reac-
tions.
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Table 3. MEDICATIONS .

Drug A. Cyclobenzaprine HCI (Fleseril,

2.5 mg capsules - - , :

Served as a nighttime medication. The initial dosage was 5.0 mg nightly, but was allowed to be adjust-
ed upward (doubled) or downward-(halved) as needed. Common adverse reactions include drowsi-

“ness, dry mouth, and dizziness (PDR, | 993).

Drug B: Carisoprodol (Soma) -

175 mg capsules RIS P . Lo ;

Served as a daytime medication.A 175 mg dosage was to be taken three times per day. Adverse reac-
tions include drowsiness, dizziness, vertigo, ataxia, tremor, agitation, irritability, headache, depressive
reactions, syncope, and insomnia. If side-effects to Drug A warranted discontinuing use, Drug B was
substituted as the nighttime medication (PDR, 1993). ' Lo

Drug C. Methocarbamol (Robaxin)
375 mgcapsules | AU ‘

In the event that the patient did not tolerate Drug B, then Drug C was substituted. Drug C dosage
was 750 mg taken three times per day. If no relief was obtained, then the dosage was allowed to be
doubled: Adverse reactions’ include lightheadedness, dizziness, drowsiness, nausea, allergic manifesta-
tions (such as urticaria, pruritus, rash, conjunctivitis,and nasal congestion, blurred vision, headache),and
fever (PDR, 1993). ‘ ‘ . o . - ‘

Crug D.Acetaminophen (Tylenoi)

500 mg tablets ' : _ Sl e ‘

The rescue medicine was taken as needed: one or two tablets (500-1000 mg) three times per day.
Adverse reactions to Tylenol are rare, but sensitivity reactions may occur. Overdose may cause hepat-
ic toxicity in some patients (PDR, 1993). R

Consistency in instruction of patients concerning drug therapy was provided by use of a typed instruc-
tion sheet that was given to each patient by the medical doctor. The medical doctor also verbally
explained the drug therapy programme. In addition, instructions were clearly printed on the bottle for
each drug. The patient was given a log sheet to record usage of the four drugs and to record any side
effects encountered. The log and any remaining medication were returned at the end of the two week
period. The use of rescue medication was used as an outcome measure.

The phone number of the medical doctor was printed on the instruction sheet, on each bottle in the
kit, and on the drug log sheet. The patient was instructed to call the medical doctor if further infor-
mation was needed at any time during the drug care phase.

Patients receiving chiropractic adjustments also received placebo medication while patients receiving
true medication also received sham chiropractic procedures; the blinded control group received both
placebo medicine and sham chiropractic procedures.

SHAM ADJUSTMENTS. The sham spinal adjustments mimicked the true spinal adjustments as close-
ly as possible with respect to dialogue, visit length, and physical contact, which promoted patient blind-
ing to care groups and balanced the placebo effect across groups.

For sham adjusting procedures in the cervical spine, the adjusting instrument, instead of producing a
thrust, was disabled and no stylus excursion occurred. The instrument stylus was positioned on the
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skin over the mastoid process with the patient in a supine position. The supine position lessened the
chance of inadvertent vertebral movement. For sham adjustments to other regions, the patient was
placed in either a prone position or lateral recumbent position. The chiropractor placed his hands on
a lateral muscular area, touching the skin without any resulting vertebral movement.

PLACEBO DRUG THERAPY. The medical kits were produced by an independent pharmaceutical
lab. Each drug kit was labeled with a patient number and consisted of four bottles labeled as Drugs A,
B, C and D. Following a randomization chart, bottles A, B, and C in kits which were to be provided to
the control and chiropractic care groups, were filled with capsules containing an inactive placebo.The
same color, shape, and size capsules were used for the true medication and the placebo medication.
Bottle D contained Acetaminophen tablets (Tylenol, 500 mg), used as rescue medication for patients
in all groups. Hence, the control group did have access to an active pain reliever,

SHAM RADIOGRAPHIC PROCED!URE. Patients who were in either the medical group or the
control group did not have radiographic films taken. However, the patient was placed in proper radi-
ographic positioning for six films, the rotor was engaged, but no exposur= was made. The sham radi-
ographic procedure helped to equalize patient contact and visit length among groups.

BLINDING AND RANDOMIZATION. To minimize patient, evaluator, and care-provider bias, infor-
mation regarding intervention group assignment remained confidential whenever possible. This result-
ed in a partly double-blinded and partly triple-blinded study, as explained below.

All patients were blinded to the type of intervention they received. In the drug therapy group, sham
spinal adjustments were given while in the spinal adjustment group, placebo medicine was given, and
in the control group both placebo medicine and sham spinal adjustments were given (Table 4).

The project director was responsible for administering the outcome surveys and was blinded to group
assignment. In addition, the medical doctor who distributed the medication/placebo kits and was blind-
ed to group assignment. The chiropractic doctors who provided care had to know which patients
received true chiropractic care, but they did not know if patients who received sham adjustments were
in the control or drug therapy group.To minimize doctor-patient influence, scripts were used to con-
trol dialog, and patient contact and visit length were periodically monitored to assure consistency
across groups.

Group Intervention Patient DC Care MD DC
Provider Assessor Assessor
Group A True Spinal Adjustments Yes No Yes Yes
Placebo Medication Yes No Yes Yes
Group B Sham Chiropractic Yes No Yes Yes
True Medication Yes Yes Yes Yes
Group C Sham Chiropractic Placebo  Yes No Yes Yes
Medication Yes Yes Yes Yes
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A randomization chart, developed through the use of a computer programme, was used in the prepa-
ration of the medical kits and patient numbering scheme. The randomization was done in blocks of
thirty numbers to equalize group assignment over time.

STATISTICAL ANALYSIS. The principal measure for assessing change in patients involved examina-
tion of pre-intervention and post-intervention values for each of the outcome measures. For each of
the sets of data for the outcome measures, assessment of the aptness of the model assumptions was
performed. If violations of normality, heteroscedasticity, non-independence of error terms, or the pres-
ence of outliers were detected, then remedial measures were performed to maintain parametric mod-
eling where possible. If the remedial measures were unsuccessful in meeting parametric model assump-
tions, then non-parametric methods were employed.

The parametric test used for significant differences in means was analysis of variance (ANOVA).The
ANOVA was two way (Intervention [1] Group x Assessments) seeking an Intervention Group effect.
If such an effect was seen, Tukey pairwise comparisons were utilized to compare intervention pairs.
This was followed by measurements of Effect Size to estimate the degree that the intervention influ-
enced the outcome. If non-parametric tests were required, then the appropriate statistical test was
the Kruskal-Wallis test for three or more intervention groups. In either case, an alpha level of 0.05
was used as a significance level, with corrections made for the number of outcome measures used.

PATIENT PROTOCOL. The fine-tuned experimental protocol was used in a clinical study at Life
University. Consistency in all areas of patient contact was ensured by the use of scripts from initial
patient contact by telephone to patient release at the end of the study.The patient flow from recruit-
ment to follow-up is shown as a chart in Figure 1. The outcome measures were administered accord-
ing to a fixed schedule (Table 5).

Table 5. SCHEDULE FOR ADMINISTERING OUTCOME MEASURES
Initial Visit -~ .- Oswestry Disability Index. . . '
IR Modified Zung. TR
Visual Analog Scale for Pain
Medication Kits Dispensed
. Global Impression of Severity. -

‘TwoWeeks Oswestry Disability Index

~(Termination of care) - Modified Zung -~ .

ST | "~ Visual Analog Scale for Pain=
Remaining Medication Counted "
Global Impression of Severity.

‘Four’Wee‘ks” SRR e ‘O‘swestry)"Di’sabiflfty‘ Inde
(Follow-up) .~ = .. ~Modified Zung =
L 7 Visual Analog Scale for Pain: B

PATIENT RECRUITMENT. Recruitment for the study was done through a number of methods
including print media, flyers, radio, television, and word of mouth. Advertising copy described the study
as "a clinical study conducted jointly by licensed Doctors of Chiropractic and Rheumatology."
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Print media included local, regional, and alternative tabloid newspapers in addition to Life University
newsletters and journals. In most cases print media was in the form of paid advertisements. However,
on some occasions the media printed an informative report on the study that was placed within the
body of the newspaper or newsletter.

Flyers were distributed to local companies and organizations where high incidence of low back pain
occurred. Public service announcements (PSA) were played on local radio stations and cable access
channels free of charge. Recruitment was also attempted through word of mouth by speaking to local
business groups.

TELEPHONE ITEMIEY L Initial contact was through a telephone interview performed by a
Doctor of Chiropractic. The interview represented the first stage inclusion/exclusion of patients (see
Tables | and 2). The interviewer first established whether the patient met the inclusion criteria and
then determined whether any condition existed which would necessitate exciusion. If the patient was
able to meet the frequency of visits as demanded by the study protocol, he or she was scheduled for
the initial evaluation. A record of each interview was kept

ORIEMNTATION &ND FDRMED CONSENT. At the initial appointment, patients were first
introduced to the Project Director; who was available to answer patients’ questions and concerns
throughout their participation. A |0 minute orientation videotape was shown which discussed the
study and the personnel. The patient completed an entrance data form and then read and signed the
informed consent in front of a witness.

)
e

INITIAL ASS +'. The Project Director asked the patient to fill out the principal outcome
measures, the Oswestry Disability Index and Modified Zung Index during the initial visit.

ECLUSION, A AENNT AND RANDOMIZATION. After the patient completed these sur-
veys he or she received a detailed case history and physical examination by both a doctor of chiro-
practic and a medical doctor to establish second stage patient eligibility. Radiographic technicians and
facilities were available if the examination findings indicated imaging was needed in determining patient

eligibility.

To provide an assessment of the severity of symptoms for each patient, the Global Impression of
Severity Scale (GIS), consisting of four sub-scales describing limitations in activities of daily living and
physical exam findings, was derived for purposes of this study. The GIS score ranged from 0 - 31 in
increasing levels of severity and was based on the following:

¢ Limitations in Activities of Daily Living (ADL) - patient response was graded 0-4 and
multiplied by two.

* Tenderness - scored from 0-4 based upon patient response to palpation by the medical doctor.

* Results from Schober’s Test - for computation of the GIS score, the number was subtracted
from five so that a high number indicates an abnormal condition. Normal change in the
distance between the two points was 5-8 cm.

* Spasm - scored ranging from 0-4 based on palpation by the medical doctor

* VAS For Pain - a patient reported pain rating (0-10).
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Patient Flow

Prospective Subject
Recruited to the Study

Interview

Telephone

Scheduled
First Visit

yay 0 |Visit 1
Visit 2
Visits 3-7)
o ——y
Day 14 Visit 8
o
Day 28 Visit 9

Excluded
From Study

Orientation

Initial Qutcome Assessment

Medical History and Examination {inclusion/Exclusion)
Chiropractic Examination

Medications Dispensed {2 week tx period}

Initial Chiropractic Care

Subsequent Chiropractic Care

Final Chiropractic Care
Second Outcome Assessment
Final Medical Examination

Quicome Assessment

66

LOW BACI




The chiropractor and medical doctor agreed on patient eligibility for the study after the initial exam-
inations. Once accepted, the patient was assigned a number, which randomly assigned him or her to
one of the three intervention groups: spinal adjustment, drug therapy or control.

The medical doctor gave each patient a kit containing four bottles. The bottles contained capsules and
were labeled A, B, C,and D. Depending on group assignment, the capsules contained either placebo or
true medications. The kit contained enough medication for 14 days.

CHIROPRACTIC ASSEESI 27 Each patient who was accepted to the study was provided a chi-
ropractic examination at the initial visit. This examination determined the presence of spinal misalign-
ments indicating subluxation and the need for spinal adjustments, and served as a baseline for deter-
mination of patient progress. The chiropractic examination included the following:

* Postural evaluation was done by visual assessment.

¢ Skin temperature asymmetry measurement in the cervical spine used a heat sensing
thermocouple device.

* Palpation of the paravertebral musculature.
* Palpation for fixation of spinal articulations.
» Spinal range of motion.

* Functional leg length inequality check done by having the patient lie supine on a chiropractic table
with the ankles and feet extending over the end. The patient’s heels, gripped in the observer’s
hands, were aligned so that a visual estimation of inequality was made and recorded.

* Radiographic examination. Each patient underwent a radiographic examination on the first visit
requiring a total of six radiographs and included the following views: lateral cervical, vertex, two
nasium cervical views (pre/post first spinal adjustment), and anterior-to-posterior and lateral
lumbar films. The films were required for chiropractic radiographic analysis, which was used to
determine vectors for providing spinal adjustments.

High-frequency radiographic equipment was used in conjunction with high-speed film, rare earth
screens and lead compensating filters to achieve a 1200 film speed combination. Proper radiation
shielding to minimize patient exposure was used. The total radiation dosage absorbed by the
patient for the duration of the study was estimated at 975 mrad.

CARE B AN

(Y L VAN Lr_.a":'\-\_h‘\“‘ﬂ “r'ri“ ;

2~:. Each patient attended a total of seven visits for spinal adjustment or sham
adjustment, and self-administered two weeks of medication or placebo medication. The first and last
visits of the two week intervention phase required 2 hours to complete. Interim and follow-up visits
required only 30 minutes each.

EEE

AOSESSMENT <007 DL At the end of the two weeks of active care each patient returned
for the final physical assessments, as well as to complete a second set of outcome measures. As part
of the final assessment, patients were asked two questions: Do you think you received actual chiro-
practic adjustments? Do you think you received actual medication? Their responses to these questions
were used to assess the effectiveness of the blinding procedures.

FINAL

i
i
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FOLLOW-UP -VISIT 9. Each patient attended a ninth appointment four weeks after the initial visit.
The patient was asked to complete a third set of outcome measures: the Oswestry, Zung, and VAS for
pain. Each patient signed an "end of study" release form.

RESULTS FROM CHIROPRACTIC CLINICAL TRIALS

The WHO initiative on low back pain management helped establish two clinical trials investigating the
effects of chiropractic care on patients with low back pain. One trial, yet to be completed, is being
done in Marietta (Atlanta), Georgia, United States. The other trial has been completed and was done
in Cairo, Egypt. The trial in Marietta represents a carefully controlled randomized clinical trial with
three intervention groups: chiropractic, medical, and control. The trial in Cairo used a more broadly
defined patient population, and each patient received chiropractic care.The results of both studies are
summarized below.

MARIETTA

The study in Marietta is being conducted on the campus of Life University. A large number of person-
nel are involved in the project. Life University faculty include Bruce Pfleger, PhD (Director of
Research), Kathryn Hoiriis, DC (Project Director), Roger Hinson, DC (Upper Cervical Analyst), Mark
White, BS, DC (Full Spine Adjuster), Susan Brown, PhD, DC (Statistical Analyst), Omar Elsangak,
MB.BCh (Data Co-ordinator), Gregoria Verzosa, BBA, DC (Patient Co-ordinator) and Medhat Alattar,
MB.BCh, DC, MS (Director of the International Programs Department and committee member of the
WHO initiative on Low Back Pain Management). Piedmont Rheumatology is providing the medical
team which includes Frederic McDuffie, MD and Hayes Wilson, MD.The data presented here were ana-
lyzed by members of Life University, but an independent statistician from Emory University will ana-
lyze the data once the study has been completed.

The trial was designed to have completed data for 150 subjects with 50 each in the chiropractic, med-
ical, and control groups.The results presented here are for the firsc 121 subjects enrolled. The sample
sizes are further decreased due to subjects dropping out of the study. It should be stressed that these
results are preliminary, and will not necessarily coincide with results obtained at the conclusion of the
study. At that time, statistical methods will probably be enhanced to include the use of appropriate
cofactors, which are thought to influence the data.

Data are provided for five outcome measures including three surveys (Oswestry, Zung,VAS), one range
of motion measurement (Schober), and the amount of rescue medication used. The surveys were
administered initially, immediately after the two-week intervention phase, and at a four-week follow-
up visit. Range of motion was assessed at baseline and at two weeks.The amount of medication (acet-
aminophen) consumed during the two-week intervention phase was used as an additional outcome
measure.

Results comparing baseline and two-week data are listed in Table 6. Data are reported for subjects
who completed both sets of questionnaires. Rescue medication usage (500 mg acetaminophen tablets)
is reported for subjects who completed both sets of questionnaires and turned in their remaining
medication.

Negative mean values indicate that each of the three groups demonstrated improvement for disabili-
ty (Oswestry), depression (Zung),and pain (VAS), with the largest improvements being seen in the chi-
ropractic group. A mean increase in Schober for the chiropractic and medical groups represents an
increase in flexibility, with a slightly higher increase in the medical group probably due to the adminis-
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tration of muscle relaxants which creates laxity of back muscies. Acetaminophen was suppiied to all
three groups, allowing subjects to self-medicate as needed. The control group used the least amount
of the anaigesic. Analysis of Variance (ANOVA) revealed no statistically significant differences among
groups in this preliminary analysis.

Paired t-tests were done within groups looking for statistically significant changes in the first four out-
come measures. Significant improvements (p<0.05) were seen in the chiropractic group for disability,
depression, pain and flexibility; the medical group for disability and pain; ard the control group for pain.

Results comparing baseline and foui~week data are listed in Table 7. Data are reported for subjects
who completed all three sets of questionnaires.As the four-week data were coliected two weeks after
the conclusion of the intervention phase, these numbers help indicate lasting effects of the three inter-
ventions, albeit short-term.

Table 7 indicates subjects receiving chiropractic care had the greatest improvement in the disability,
depression, and pain assessmerts.VWhen examining mean changes at two and four weeks, the data indi-
cate that the chiropractic and control patients continued to improve during the two weeks following
the interventions, while the medical patients changed little. ANOVA revealed no significant differences
across groups. However, paired t-tests revealed significant improvements in the chiropractic and med-
ical groups for disability, depression, and pain, and in the control group for pain.

As the main thrust of the research study was to compare chiropractic care to commonly used med-
ical care, these results are very encouraging. Patients under chiropractic care have demonstrated the
greatest benefit in six of the eight outcome measures examined to date. Still, ro significant differences
among groups have deveioped.This may change, however, when the remaining 42% of the data are col-
lected and tabulated.

CAIRO

The trial in Cairo represents a less robust design in that there was no randomization or controi/com-
parison group. Each patient received chiropractic care, and anaiysis sought pre/post care differences
for the same principal outcome measures chosen for the WHO initiative. The study was performed at
two sites: the El-Aguoza Military Rehabilitation Center under the direction of Dr. Mohamed Reda
Awad, and the Ain Shams University Faculty of Medicine Unit in the Department of Neurology under
the direction of Dr. Anwar El Etribi. Dr. Rodney Earl Handly was the participating doctor of chiro-
practic at both sites and was responsible for all patient care. Dr. Omar Eisangak was the medical exam-
ining doctor, working primarily at the University clinic.

Patients at both sites suffered from back or neck pain, with or without radicular symptoms. The dura-
tion of pain varied widely, but nearly every patient would be ciassified as chronic using the criteria from
the Marietta study. Data from patients at both Cairo sites hiave been combined for the analysis pre-
sented here. Patients completed baseline questionnaires befors receiving one month of chiropractic
care. All patients received upper cervical chiropractic adjustments, and many of the patients also
received full-spine care. Patients were asked to come in two or three times per week for the first
month of care, tapering to less frequent visits thereafter. A second set of surveys was administered
after one month of care.

Results from the study are listed in Tabie 8. The improvements ssen in the disability (Oswestry) and
depression (Zung) scales are quite comparable to the Marietta data taken at four weeks, strengthen-
ing the results from both studies. The pain data (VAS) were coilected differently in this study in that
the second measurement was taken on the second patient visit, usually within a few days. A remark-
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able decrease in pain levels was evident. The Schober results show that patients gained flexibility as
well. The Global Impression of Severity Index (GIOSI) is an additional outcome measure that the med-
ical doctor determined based on muscle spasm, flexion and lateral flexion range of motion, pain level,
and limitations of daily activity. All five outcome measures showed highly significant improvement as
evidenced by the computed paired t-value and associated p-value.

The study done in Cairo is weakened by a design that fails to incorporate a comparison group. These
patient populations had chronic neck and low back pain afflictions that often last for years, and are
very difficult to manage. Therefore, the strong results presented here, especially the quick reduction in
pain level are also very encouraging.

-Ta,’bleﬂ(s.que\Ne‘ék»v’s"B‘a’seiine Differences at Marietta

Outcome - Chiropractic - Medical Control |
~ Measure e P R | C F P
- ‘N Mean N+ Mean ~ N . Mean .
Oswesty 27, -367(I) 26 -435(Q) 32 0254  0.776
Zung 26 .392(1) 26 077(3) 32 1344 0266
VAS 27 -15s(l) 27 -LI0Q3) .32 0317 0730
Schober 27 039() 27 044(l) 32 2174 0.120

Medication * . 23+ <22.96 (3) 20 19902 22 +-0.726 0.488
Note: Means calculated as baseline minus two-week data. Negative numbers represent improvements
for Oswestry, Zung, VAS; positive numbers represent an improvement for Schober. Medication refers
to number of 500 mg tablets of acetaminophen taken over two-week period (lower numbers were
considered more desirable). Numbers in parentheses represent relative rank of three intervention
groups with (1) being best and (3) being worst. B e B

Table 7. Four-Week vs Baseline Differences at Marietta

"Outcome - Chifopractic " - Medical -~ Control o F P

o Measure Lot _ NGRS S v

o UNC o Mean: 0 N Mean =~ N . Mean oot
Oswesty 25 -1088(l) 21 -486(3) 27 - -659(@)  LI5S| 0322
Zung . 24 -433(1) 21 -057(3) 26 - -404(2) . 1912 ~ 0356

VAS 13 276() 17 -155(3) 20 - -185(2) 1056 0356

| the‘:‘See'TabIe I for further explanation
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e g € e S e g ; Do b i b e g e rd H -
wasle o nee S onth vs Baseline Differances at Cairo

Measure N Baseline One-Month Change t P

Oswestry 150 41.7 297 -12.0 10.06 <0.001
Zung 196 21.6 18.3 -3.3 4.95 <0.001
VAS 136 5.63 2.92% -2.71 16.88 <0.001
Schober 9 6.31 7.49 1.18 9.93 <0.001
GIOSI 116 [7.51 10.70 6.81 14.89 <0.001

* Second VAS measurement taken at second visit, usually within a few days.
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8. PSYCHOSOCIAL ASPECTS OF LOVW BACK PAIN

Dr Jan Dequeker
(Rheumatology Unit, University Hospital, K.U.Leuven, B-3212 Pellenberg, Belgium)

Dr }J. (Hans) Rasker and Dr Eric Taal
(University of Twente, Department of Rheumatology and Communication Science
AE Enschede, The Netherlands)

Back pains have affected man throughout recorded history and probably long before. In developed
countries (Leino PL, Berg MA, Puska P, [994), but also in developing countries (Darmawan J,Valkenburg
HA, Muirden KD, Wigley RD, 1992), there is growing medical, social and political concern about our
present epidemic of low back disability, occurring even below the age of 20 years (Leboeuf CH et al,
1998). Ever increasing medical and health care resources have not solved the problem.The problem is
mainly concerned with common backache or non-specific low back pain. Nerve root problems and
serious spinal pathology, such as tumour, infection and inflammatory disease are quite distinct (Garfin
SR, 1998,Waddell G, 1992). Back incapacities now account for one-seventh of all sickness and invalid-
ity benefit. Most alarming for the future, this is increasing faster than any other form of disability.

Low back pain is common and in general benign. Depending on how the question is framed, 75-85%
of people report low back symptoms at some time in their life (Andersson GBJ, 1998). Up to 60% of
normal people experience some low back symptoms each year. In adults, 90% of attacks of low back
pain recover within 12 weeks, irrespective of the type of treatment or indeed whether they receive
treatment at all (Andersson GBJ, 1998). From this perspective much low back pain may be better
regarded as an everyday bodily symptom rather than due to any medical disease (YVaddell G, 1992).

ACUTE AND CHRONIC PAIN

Acute and chronic pain are not only different in time but differ fundamentally in kind. Acute pains usu-
ally bear a relatively straightforward relationship to peripheral stimulus, nociception and tissue dam-
age. There may be some understandable anxiety about the meaning and consequences of acute pain
though experimental pain by its very nature lacks the emotional or affective dimension of clinical pain.
But acute pain and disability are generally proportional to the objective clinical findings. Appropriate
pharmacological, physical and even surgical treatments directed to the underlying physical disorder
have a high success rate in relieving acute pain (Garfin SR, 1998).

Chronic pain may become progressive and a completely different clinical syndrome resulting in pain
and disability disproportionate to the original physical problem. They become associated with fear-
avoidance, psychological distress, depressive symptoms, failure to cope and adaptation to chronic inva-
lidity. Chronic pain becomes a self-sustaining condition, which is resistant to traditional medical man-
agement. Purely physical treatment directed to a hypothetical but unidentified and possibly non-exis-
tent nociceptive source is then likely to be unsuccessful (Turner-Stokes L, 1993). It may even cause fur-
ther physical damage. Pain clinics are now full of such patients who have undergone failed back sur-

gery.
BIO-PSYCHO-SOCIAL ASPECTS OF LOW BACK PAIN

Medicine has, however,a much more ancient and richer lineage than science. Since before the time of
Plato the relationship between mind and body has been held to be fundamental to human existence
and to medicine. Aristotle recognized that man is a social animal who lives and acts - and falls ill - in a
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social relationship with other human beings. Hippocrates emphasized that the doctor’s practical role
as healer cannot be separated from his social role of helping human beings to cope with illness and
suffering.

There is no reason in principle why scientific treatment of disease should not be combined with human
care of the patient. It is only because of the limitations of our human nature that increased time, train-
ing and concentration on the physical aspects of disease have led doctors to neglect the psychological
and social aspects of illness. All doctors agree in principle with the need to treat each patient as a
human being but when in busy clinics they too often get on with the business of treating perceived
disease. There has been concern and criticism about this approach to medicine both from eminent
members of the profession and thoughtful fay observers. A purely mechanistic approach may cure
many serious diseases but only deals with one half - and not necessarily the more important half - of
medicine’s role in society.

Practical application of these humanitarian principles to the daily practice of medicine has fallen behind
the physical treatment of disease.

Let us now see how the bio-psycho-social model can be applied to the clinical management of low
back pain. This model has been shown to be more useful in understanding non-specific low back pain
than the traditional physical or medical approach (Violinn E, 1997). Physical, psychological and social
factors interact to determine the outcome of low back pain.The longer pain persists, the more likely
it is that non-physical alterations are at play (Weiser SR, 1997).

Psychological factors refer to personality traits as well as perceptions of the social environment, and
attitudes or beliefs about illness. Several of these factors have been associated with delayed recovery.
For example, psychological distress and perception of severe disability are associated with poor out-
comes (Nordin M, Skovron ML, Hiebert R et al, 1997). A positive attitude, such as the belief that one
will return to work, may predict future work status (Cherkin DC, Deyo RA, Street K, Barlow W, 1996),
as may attempts to overcome pain instead of catastrophizing.

Social factors, including attitudes and behaviours of health care practitioners, family and friends, and
socio-economic systems may influence the course of low back pain. Finally, the influence of health care
professionals can be powerful. Information given to the patients that is vague, incomplete or inaccu-
rate can have deleterious effect (Cherkin DC et al, 1996).
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Among the broad category of variables that have been associated with chronic low back pain are per-
sonality, cognition and affect, pain behaviour and the social environment including family, friends, co-
workers and health care workers.

Social factors that affect the course of low back pain include variables that originate outside the indi-
vidual. Chronic illness is a dynamic process that results from an ongoing interplay between physical,
social and psychological characteristics.

One never suffers alone in a chronic disease, therefore attention has to be given to the spouse and
children of the sufferer. It is important that the close reiatives know the diagnosis, the benign nature
of the physical findings and the management of reintegration by encouraging self-care attitudes in the
patient, rather than reliance on medical intervention only. Emotional support may not always be in the
best interest of the chronic pain patient. Patients who have supportive spouses (spouses who are sym-
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pathetic and accept the patient’s disability status) have more pain and exhibit greater pain behaviours
than patients whose spouses were not supportive (Flor H,Turk DC, Rudy TE, 1987).

The positive and negative role of health care providers on chronic low back pain are insufficiently
emphasized. The family physician and the specialist often do not realize that with repeated investiga-
tion and use of expensive technology and impressive therapies they induce fear and chronicity in the
patient and frustration for themselves. Overreliance on tests, physiotherapy and pain Kkillers, without
patient education, makes patients over-dependent on medical care, i.e. expecting a definite diagnosis
and remedy for their pain. Many physicians are frustrated and have negative views of non-specific low
back pain patients. It is well known from epidemiological surveys that there is little relation between
X-ray or MRI findings at the spine and pain (Garfin SR, 1998). So physicians should not treat X-rays
but human beings. Appropriate physician education at the undergraduate level and continued medical
education may significantly enhance their perceived knowledge and confidence in their ability to man-
age chronic low back pain (Dequeker J, Rasker JJ, 1998).With a good history and clinical examination,
together with clinical reasoning and positive attitude, the differential diagnosis of the low back pain
problem can be resolved with confidence by excluding the specific low back pain from the non-spe-
cific low back pain syndromes.

Von Korff et al (Von Korff M, 1994) showed that a practice style consistent with back pain self-care,
emphasizing patient education and active participation in the management of his/her back pain prob-
lem, was associated with higher satisfaction with the quality of patient education and with long-term
pain and functional outcome.

Studies have underlined the possible damaging effects of diagnostic terms, i.e.. "you (35-year old man)
have the back of an 80-year old man", on patient’s (and the therapist’s) attitudes and expectations
(Nordin M, Cedraschi C,Vischer TL, 1998). Health care providers’ beliefs about "typical” patients or
"typical" patient characteristics, including genuineness versus malingering, may also carry deleterious
effects for the therapist’s (and the patient’s) attitudes and expectations.

Unrealistic expectations may influence patient’s outcome, whatever the type of treatment. Reliance on
medical intervention only may induce the patient to think that recovery essentially depends on sophis-
ticated diagnostic procedures and on a specific therapy (Deyo RA, 1996). Delusion may result from
failure to meet these expectations and thus lead to disruptions in the patient-therapist relationship
and doctor-shopping behaviour in the patient. Unrealistic expectations may foster worries concerning
the recovery process and dramatize what should remain a benign condition (Nordin M, Cedraschi C,
Vischer TL, 1998).

Health beliefs proved to be consistent determinants for both current health behaviours and history of
health care utilization (Szpalski M et al, 1995). Indeed, the belief that low back pain would be a lifelong
problem was associated with increased likelihood of seeing a health professional, bed rest, and med-
ication use.

latrogenic factors leading to disability include the overemphasis on pain to guide treatment, inadequate
diagnosis, and the overprescription of tests and rest.

PERSONALITY AND PSYCHOLOGICAL DISTRESS

The ardent search for a personality that predisposes an otherwise healthy individual to become a
chronic pain patient has been abandoned. Recurrent clusters of personality traits found in chronic pain
patients are now interpreted to be the result of illness and not the cause. The cumulative evidence,
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however, suggests that acute patients who are preoccupied with their symptoms and are depressed
and anxious fare more poorly than others (Weiser S, Cedraschi C, 1992).

COPING AND ILLNESS BELIEFS

Coping factors include coping and illness beliefs. Beliefs about illness and cognitive coping do not exist
before pain begins, but they are developed at the onset of back pain and are important determinants
of effect and behaviour. Therefore, the identification of these cognitive factors in acute illness may pro-
vide a basis for the prevention of chronicity.

Dysfunctional information processing and negative self-statements and beliefs may underly the devel-
opment of chronic pain. However, not all people with chronic pain think dysfunctionally. Turk and Rudy
(Turk DC, Rudy TE, 1990) identified a cluster of patients who seek treatment but also report relatively
high levels of perceived self-control. So maladaptive coping and beliefs may be present in some patients
and not in others.

The Glasgow illness model illustrates clearly the interaction between physical disorder coping, illness
behaviour and social environment (Figure |).

Waddell et al (Waddell G et al, 1984), measuring actual disability in chronic backache, found that the
physical disorder accounts for almost half the total disability, while distress and illness behaviour
together account for an additional one-third. The Glasgow iliness model provides a visual representa-
tion of this analysis. It is an over-simplification to regard disability as the sum of physical disorder plus
distress plus abnormal behaviour, and the whole of this discussion and the model try to show the over-
lap and interaction between these elements.The model also illustrates that, while iliness may start with
the physical disorder, its presentation to the doctor is largely in the form of illness behaviour. Although
the analysis is based on a large group of patients, clinical assessment of the individual patient may be
represented by variations of the same basic model. Most patients with backache can be understood
and treated as a predominantly physical disorder with normal and proportionate iliness behaviour
(Figure 2a). Occasional patients, however, may develop distress and illness behaviour out of all pro-

portion to the original physical disorder, and this may even become the major management problem
(Figure 2b).

One of the many possible mechanisms behind chronic back pain (as well as other pain and fatigue syn-
dromes, sometimes referred to as pain amplification syndromes in men and women) is a premorbid
life and workstyle characterized by an excessive hyperactivity (Van Houdenhove B, 1986). From a psy-
chodynamic point of view, it is argued that hyperactive individuals with a narcissistic personality struc-
ture or frustrated dependency needs may be particularly prone to somatization and passive-regressive
illness behaviour. From a cognitive-behavioural perspective, it is hypothesized that such persons may
tend to maladaptive coping with pain and disability, due to inadequate symptom-perception, negative
self-concept, avoidance behaviour, physical deconditioning, and operant reinforcement of the sick-role.
These observations may have important therapeutic implications for a subgroup of patients suffering
from chronic idiopathic pain (Yan Houdenhove B, Stans L, Dequeker J, 1992).

A good understanding of the various somatic, psychological and social factors that play a role in the
development of the chronic pain condition in an individual patient should guide the pianning of treat-
ment. The patient must be offered clear and consistent information about his or her problems and what
to do about them. If the patient understands the role of his coping and illness beliefs and other somat-
ic and psychosocial factors, the patient will become more engaged in the therapeutic process. increased
adherence and improved efficacy of treatment are likely outcomes (Kerns RD, Jacob MC, 1993).
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HOLISTIC MANAGEMENT OF CHRONIC BACK PAIN

The management of chronic low back pain must become the shared responsibility of the patient and
his doctor (family practitioner and specialist), with increasing emphasis on personal responsibility. The
promotion of self-control responsibility will require a prolonged and active media campaign, directed
not only at the general public but at the health care professionals through problem-oriented under-
graduate teaching and continued medical education. Changes in the delivery of health could produce
a significant reduction in iatrogenic disability and distress.

The essence of psychological treatment is to develop the individuals personal responsibility for their
back pain and maximize their capacity to control and manage it. The limitations of the traditional dis-
ease model of back pain and the restricting role of the benefit system (and the nature of assessment
for benefits) need to be recognized and completely reappraised if optimal psychological management
is to be achieved (Main CJ, 1992).

Regional pains and skin sensitivity should not be misread as evidence of psychological illness.

Whatever its cause, depression needs treatment, whether by cognitive measures or medication, includ-
ing psychotropic medication which has some analgesic potential. Cognitive and behavioural control of
pain also has a place in management. Family counseling, narcotic reduction in some cases, psychologi-
cal assessment, job placement and further education and retraining all need to be considered for
patients with chronic back pain, as with other types of chronic pain.

At all times the aim of medicine is to make the patient better: treatment of disease is only a means to
this and not an end in itself.We must treat patients rather than disease,and this means treating patients
as human beings, who have a body and a mind.We have to develop a satisfactory doctor-patient rela-
tionship, and provide reassurance, advice and encouragement.
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9. THE WORLD HEALTH ORGANIZATION LOW BACK PAIN INITIAT[VE:
CONCLUSIONS

Professor George E. Ehrlich

Non-specific low back pain is so common that it has been recognized as epidemic, perhaps even pan-
demic (CSAG Committee on Back Pain, 1994, National Health Service Health Publication Unit,
Heywood, UK; Special Issue: Rueckenschmerzen: Eine Epidemie Unserer Zeit. Aertzliche Allgemeine,
Medizin und Gesellschaft, Sonderdruck 7, 1994; 5: 1-27.; Bigos S., Bower O., Braen G. et al. Acute Back
Pain Problems in Adults. Clinical Practice Guideline No. 14. AHCPR Publication No. 95-0642.
Rockville MD: Agency for Health Care Policy and Research, Public Health Service, US Department of
Health and Human Services, December 1994). Back pain is the most prevalent pain complaint and
either the leading or second reason for disability (Silman Aj, Hochberg M.C.. Epidemiology of the
Rheumatic Diseases. Oxford, Oxford University Press, 1993).And yet, it cannot be found in an inter-
national WHO ranking of common disabilities and public health problems. Perhaps the main reason for
this discrepancy can be attributed to the failure to define back pain under a specific disease rubric. It
thus becomes a set of symptoms in a syndromic grouping without a single putative etiology. Moreover,
despite ubiquity, the response to back pain, even the reporting thereof to health care individuals and
facilities, varies widely, with strong psychosocial overtones. Back pain is also subject to self-medication
and resort to alternative medical approaches that generally go uncatalogued: chiropractic, herbal med-
ications, acupuncture, yoga, acupressing, freezing, and other culturally conditioned treatments. Ample
documentation attests to epidemics of back pain where job dissatisfaction is rampant and few report-
ed back pains, even for the same type of exposure, where satisfaction with job and employer or super-
visor is the rule. Moreover, in the vast majority of instances, the back pain is limited to a few weeks
and spontaneously clears no matter what treatment approach — or none — was attempted. And once
back pain becomes chronic, few treatments work well. So prevention of chronic back pain should be
a major goal. The present document contains several disparate conclusions derived from several infor-
mal consultations of a WHO initiative augumented by ad hoc consultants. The hope is that it will sup-
plement the recent comprehensive summaries (see references above, plus Swezey R., Editor, Low Back
Pain, Physical Medicine Clinics of North America, 1998, Saunders W.B., Philadelphia; volume 9, number
2), and be of use also to the Bone and Joint Decade 2000-2010, for Prevention and Treatment of
Musculo-Skeletal Disorders, a multidisciplinary consensus group under WHO co-sponsorship.

Many explanations have been offered for the high incidence and even greater prevalence of non-spe-
cific low back pain. The structure of the human skeleton was often blamed in the past, although an
analysis of the anatomy surely must dispute that contention: the vertebral curves are obviously the
most effective way to maintain erect posture. But obesity and pregnancy, both of which can distort
lumbar lordosis, probably do provoke back pain on a mechanical basis. And sitting in chairs was long
ago indicted for provoking back pain. Thus, contemporary civilization must number back pain as a con-
sequence. Nevertheless, pre-industrialized setting and manual labor do not escape unscathed: back pain
appears to be just as common, if not previously recorded, as the COPCORD studies make clear. So
there is further evidence for the frequency of the symptom complex, making it all the more impor-
tant to deal with the perceptions and consequences thereof. Thus, the emphasis of the WHO Low Back
Pain Initiative on assessing treatment takes aim at the real problem, which in how to deal with this
common malady. And there, while data confirm that the vast majority of complainants recover within
a few weeks, the period during which pain and functional limitations predominate needs to be
addressed in effective and cost-effective ways. Effective would define treatment that reduces pain —
whether absolutely or to a level of tolerability — and improves function to permit continuation of the
usual activities. Cost-effectiveness requires that this be done within fiscal constraints of burgeoning
health expenditures, including in the calcuiations the potential costs of untoward reactions to the cho-
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sen intervention and the loss of income and work and cost of services that prolonged invalidism adds.
As was already stated in the prefatory chapters to the report, the many comparative studies of treat-
ments published through the years provide scant data for meaningful comparisons. Many of these stud-
ies are not much more than unsupported testimonials that do not lend themselves to meta-analyses.
The major summaries cited above cannot ultimately rate any intervention as so superior to obviate
the others, but all confirm that surgery has perhaps the ieast to offer, even if the indications therefore
are supported by evidence on imaging, as what is seen in those afflicted cannot often be distinguished
from what is seen in those not afflicted.

The diagnostic categories that have been proposed include simple back pain alone, back pain with radi-
ation into the leg(s), back pain with functional disease (malingering), back pain with diurnal periodicity
(worse in the morning, improving during the day), and four more classes characteristic of underlying
mechanical disease. Radicular syndromes and evidence of inflammation marshal specific therapeutic
approaches, but non-specific syndromes are by far more common (estimate: virtually everyone will
experience some back pain at some time) (Andersson GBJ, Diagnostic considerations in patients
with back pain, PMR Clin N Amer, 1998, 9:309-22). Distinctions are made between symptoms and
signs rationally explainable and those that are inappropriate on anatomic or physiologic bases.
Generally, history and physical examination can differentiate among the possibilities, and the more
expensive studies, including imaging, should usually be reserved for chronic or recalcitrant cases at a
later time; most yield little useful information early on and are thus counterproductive to effectiveness
and cost-effectiveness (Boden S, Swanson AL. An assessment of the early management of spine
problems and appropriateness of diagnostic imaging utilization. PMR Clin N Amer, 1998, 9:411-
17). The costs at present are staggering:in the Unites States, for instance, the direct medical costs are
more that US$ 30 billion annually, total costs exceeding US$ 100 billion (Boden S, Dreyer S}, Levy HL.
Management of low back pain. PMR Clin N Amer, 1998, 9:419-33)! As other countries become
more industrialized, their costs can be expected to rise as well; control of costs, as well as of the symp-
toms, becomes imperative. -

The various recent meta-analyses and editorial summaries having drawn attention to the dearth of
responsible studies, a number of controlled studies were undertaken recently. The widely touted back
school was addressed as a preventive for low back injuries (responsible for some of the acute back
pains and more often for chronic back pain) (Daltroy LH, lversen MD, Larson MG et. al. A controlled
rial of an educational programme tfo prevent low back injuries. N Engl ] Med, 1997, 337:322-8).
Despite its large scale, this study found no long-term benefits associated with training. This should have
been predictable; Hadler (a sometime ad hoc advisor to the WHO Low Back Pain Initiative) has long
held that "what you lift or how you lift matters far less than whether you lift or when", the subtitle of
his recent editorial (Hadler NM. Back pain in the workplace. Spine, 1997,22:935-40), a culmination
of a series of his articles and books on this vexatious topic. In the article, he reiterated the insight that
biomechanical factors matter less than workers’ perceptions about the nature of their jobs (and more
recently, about the respect for their work and position in the workplace and workforce).

While acupuncture has often been cited as a satisfactory treatment for low back pain, both acute and
chronic, a recent meta-analysis of controlled studies has not been able to confirm this
assertion(Vaniulder MW, Cherkin DC, Berman B, lao L, Koes BW: The effectiveness of acupunc-
ture in the management of acute and chronic Low Back Pain. A systemic review within the
Framework of the Cochrane Collaboration Back Review Group, Spine, 1999: 24: 1113-23).
Indeed, few papers met methodologic quality standards, and those that did fail to demonstrate that
acupuncture was better than no treatment at all. At present, therefore, acupuncture should not rec-
ommended as appropriate therapy.
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The popularity in treatment decisions of massage, manipulation, and chiropractic adjustment was test-
ed scientifically in several controlled trials (Carey TS, Garrett |, Jackman A, etzl. and the North
Carolina Back Pain Project. The outcomes and costs of care for acuie iow back pain amng patients
seen by primary care practitioners, chiropractors, and orthopedic surgeons. N Engl | Med 1995,
333:913-7; Cherkin DC, Deyo RA, Battie M et. al. A comparrison of physica! therapy, chiropractic
manipulation, and provision of an educational booklet for the trecimeni of natients with low
back pain. N Engl j Med 1998, 339:1021-9, and studies repaorted in this publication).
Inall instances, outcomes were similar regardiess of the therapeutic mode employed, and primary care
practitioner-applied treatments were the cheapest. Exercise programmas of various types, alone or as

1

part of spa therapy (a traditional approach te low back painy, helz shorten the duration and increase
the quality of life of those affiicted. Seas still flourish in Europe, japan, and parts of North America, often
at sites of natural hot springs, where rehabiiitation centres have been established and programmes for
back pain treatment initiated. However, patient satisfaction was greatest for chiropractic, and this
remains so in various trials, even if the cutcomas otherwise are similar. Perhaps the time spent with
the patient, accounts for some of this preference.

Some of the authors question whether the additional costs are justifiable on the basis of minor clini-
cal and non-statistical superiority (Shekelle PG. What role for chiropractic in health careg N Engl
Med 1998, 339:1074-5). Other interventions similarly attain popularity among those who suffer the
back pains (Kaptchuck T}, Eisenberg DM. The persuasive appaal of alfernative medicine. Ann Intern
Med 1998, 129:1061-7). Standard medical treatments offer no more {van Tulder MW, Koes BW, Bouter
LM. Conservative treatment of acute and chronic non-specific low back pain: a systematic
review of randomized confrolied trials of the most common interventions. Sping, 1997, 22:2128-
56; Ehrlich GE. Commentary. ACP journal Club May-june 1998, 65; Von Feidt jM, Ehrlich GE.
Pharmacologic therapies. PMR Clin N Amer 1998: 9:473-87). Muscle relaxants add little; analgesics
reduce pain but add the potential consequences that follow any drug treatments, and, in any event, are
not curative either. Despite the fear of causing addiction, some recent advisories have recommended
short courses of opioid analgesics. Corticosteroids, orally, parenterally or epidurally, offer no advan-
tages. Facet joint injections rarely help.The dearth of effective and safe madications and the equivalent
benefits obtained by physiotherapy, ergonomic and environmanta’ zonsiderations, psychosocial aware-
ness and correction, and by eschewing prolongad bed rest, speail for 2 conservative approach to treat-
ment, which, incidentally, also proves tc be most cost-effective. By new it should be obvious that pre-
vention of chronic pain should be a primary goal, although the factors that convert acute to chronic
pain remain elusive. Because back pain is 5o poorly understaod, the conversion of acute o chronic
pain is often iatrogenic, and a compensation system that rewards prolongation of functional disability
under the circumstances will ultimately fail the true interasts of tha patient.
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APPENDIX |.

EXPERIENCE FROM JAPAN
(Professor M. Homma)

PURPOSE

The purpose of this pilot study is to compare physical function and psychological assessment between
patients with non-specific LBP and specific LBP by the outcome measures, and to elucidate the accept-
ability of outcome measures recommended by the WHO low back pain (LBP) initiative.

METHODS

This study was performed in three outpatient clinics of the Department of Internal medicine,
Orthopedics and Rehabilitation of Keio University Hospital and a few affiliated Hospitals.

The consecutive ambulatory patients with LBP were enrolled. All questionnaires were distributed to
the patients to complete them without additional instructions. (Since our final aim is to investigate
patients with non-specific LBF, patients with few objective physical findings and with minor or equivo-
cal reflex asymmetry or muscle weakness were enrolled. However, patients with cauda equina syn-
drome, major neurologic deficits, serious systemic diseases, major trauma, history of malignant dis-
eases, or pregnant women which were inappropriate for these studies were excluded. Each partici-
pating doctor made the diagnosis of the underlying diseases.)

In this study, we used the three principal questionnaires of the Oswestry, and the modified Zung as
well as visual analogue pain scale for outcome measures.

DEMOGRAPHIC AND CLINICAL CHARACTERISTICS OF PATIENTS WITH LBP

The number of patients with non-specific LBP was 22, and the controi LBP patients who were diag-
nosed as specific LBP were 38.

The clinical and demographic data of these patients were shown in the table. In terms of gender,
patients with non-specific LBP were 5 female and 17 male, and the age ranged 24 to 72, mean age 39.7

Patients with specific LBP including disc herniation, Spondyloarthrosis, osteoarthritis were 26 female
and 12 male and the age ranged 17 to 74, mean age 45.1.

This data indicated that there was no significant difference between patients with non-specific and spe-
cific LBP in terms of age, gender, and classification of work activities.

CHANGE OF OSWESTRY DISABILITY SCORES AND MODIFIED ZUNG SCORES IN PATIENTS
WITH NON-SPECIFIC LBP

The same questionnaires were given to all patients with LBP about 6 months later. In patients with
non-specific LBP, two thirds of patients (15/22, 68%) were improved in the Oswestry scores, and a half
of patients (9/19, 47%) were improved in the modified Zung scores. This suggested that there was no
association between physical functioning and psychological assessment. The deterioration of the mod-
ified Zung scores might be due to anxiety disorder.
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THE CORRELATION BETWEEN VISUAL ANALOGUE PAIN SCALE AND THE OSWESTRY DIS.-
ABILITY SCORES OR THE MODIFIED ZUNG SCORES

The correlation between the pain scales and the disability scores or psychological assessments in all
non-specific and specific LBP cases were investigated. There was a trend (n=60, r=0.6) for an associa-
tion between the pain scales and the disability scores. However, the significant correlation between
pain scales and psychological assessments was not found (n=60, r=0.17).

THE CORRELATION BETWEEN THE CHANGES OF VISUAL ANALDGUE PAIN SCALES AND THE
CHANGES OF OSWESTRY DISABILITY SCORES OR THE CHANGES OF MODIFIED ZUNG
SCORES FROM THE FIRST TO THE SECOND MEASUREMENT IN ALL PATIENTS WITH LBP

The correlation between the changes of pain scales and the changes of the disability scores or the
changes of psychological assessments from the first to the second measurement in all patients with
LBP was investigated.

The significant correlation between the changes of pain scales and the changes of disability scores was
found. However, there were no significant correlation between the changes of pain scales and the
changes of psychological assessments.

NUMBER OF PATIENTS OF MISSING DATA iN EACH ITEM OF THE QUESTIONNAIRES FOR
OUTCOME MEASURE IN 60 CASES.

Acceptability of questionnaires was assessed by examining the frequency of answering to individual
items.

The figures showed the number of patients of missing data in each item of the questionnaires for out-
come measures.The missing data for Question No. 8 (37%) in the Oswestry and Question No.7 (42%)
in the modified Zung, asking about the sex life, were most frequently found. This reason seems to be
due to the moral standard specific for Japanese. Other items showing missing data for more than 6
patients (10%) in the modified Zung seem to be necessary for consideration to the questions.
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Table 1. Demographic and clinical characteristics d_f pa’fiehts with LB

}'J

Patients Non-specific LBP 22 cases, Control (specific) LBP 38 cases

Characteristic . -

Non-specific
 Age 40xs15 (24-72)
Male ‘ ‘ 5
Female 17
- Underlying
Disease Musculoligamentous
injury or
Degenerative changes
()
No. of patients seen in
Internal Medicine |
Orthopedic
*  Rehabilitation
Occupation
White collar 10
Blue collar 3
House wife - )
Data not available 3

No. of Patients
Control (specific)

4516 (16-74)

12
26

Disc herniation (I5)
Spondyloarthrosis (13)
Osteoporosis (3)

Other (7)
13
4]
6
I
6
10

Table 2. Change of total scores of questionnaires in Oswestry and Modified Zung (months follow-up)

Number of cases of missing data in each item of the questionnaires for outcome measures in 60 cases

12

12

12

Oswestry MSPQ
No. cases)
pemNo., ltem No. 1
110 2 "
3
2|0 4
5
sl 6 11
7
8 11
4 Q1
! g
10
o]
5 1t
12 11
6 13 e———————ewee
. 14 meemsr———
7 15 meae—— 10
i 16 11
o RO 7
i 18 e — | (}
9 [0 19 I———— 7
. 20 wrem—————————— | O
10 #@2 21
22

(No. cases) 1tem No

M Zung

(No. cases

QN A W~
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Table 3. Relationiship between visual analogue ain scale and Modified Lung score in all cases

o
{

Change of total scores of questionnaires in Oswestry

and Modified Zung ( months follow up)

Improved Unchanged Worse
Non-specific 188 (15) © | 14—20 (7)
Oswestry
Control (Specific) | 30—12(23) | 29--29 (3) | 2228 (12)
Non-specific 2919 (9) (0) | 2026 (10)
Modified
Zung ’
Control {Specific) | 26—18 (17} | 3232 (1) | 16—25 (19)

Table 4. Relationship betweer visuz! analogue pai

({217}
2

8

7t

Visual analogue pain scale —

€

{ }: Number of Patients

23 35

v
Y
Vi

M~

ung score —

Relationship between visual analogue pain scale

and Nodified Zung score in all cases

swestry disability score in all cases

GANIITION
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Table 5. Correlation between the changes of pain scale and the changes of the modified Zung scores
in patients with LBP from the first to the second measurement

{cen)

Visual analogue scale —
B

*
0 10 20 30 40 50 80 70 80 (%)

Oswestry score —

Relationship between visual analogue pain scale
and Oswestry disability score in all cases

Table 6. Correlation between the changes of pain scales and the changes of Oswestry disability scores
in patients with LBP from the first to the second measurement

Correlation between the changes of pain scale and the changes of
the modified Zung scores in patients with LBP from the first to the

second mesurement
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Table 7. Number of cases of missing data in each item of the questionnaires for outcome measures in

60 cases

Correlation between the changes of pain scales and the changes of
Oswestry disability scores in patients with LBP from the first to the
second measurement
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APPENDIX 2.

EXPERIENCE FROM BRAZIL — PARTIAL REPORT ON THE EVALUATION OF PATIENTS WITH
BACK PAIN

(Silvio Figueira Antonio, M.D; Jose Carlos Mansur Szajubok, M.D;
Rina Dalva N. Giorgi, M.D.; S6nia Maria Alvarenga Anti, M.D.;
Professor Wiliam Habib Chahade, M.D.)

The population currently under investigation is the ones who seek the Rheumatology Department of
Sso Paulo State Hospital for Civil Servants; and to whom a clinical protocol and the abbreviated ver-
sions of the Oswestry, and the short form of McGill’s, pain questionnaires are being applied.

Up to this moment, 67 patients have been surveyed and a clear predominance of female (59 patients
= 88%) over male (8=12%) patients has been observed. The average age of the patients is 53.4 years
old, within a rage between 22 to 84 years old.

As far as the individual habits are concerned, the vast majority of them do not practice any sporting
activity and their leisure time is sedentary. It has also been observed that 21% of patients are smok-
ers and only 6% stated that they drank alcoholic beverages.

As far as the Corporeal Mass Index (CMI, see enclosed table) is concerned, the following distribution
has been found: 41.9% of the population has CMI <25;41.9%=25 to 30; 12.9% has CMI = 30 to 35 and
3.2% has CMI >35.

An attempt has been made to evaluate the personality profile of the patients but it has been unpro-
ductive due to the frequent lack of co-operation of the interviewed persons.They do not accept per-
sonal questions. Almost all patients have complained of chronic back pain.

During the physical examination, at static inspection, 54.5% of the patients showed enhancing lordosis
lumbar. Only 5% showed any march alternation and 8% showed some alteration in their neurological
results.

Due to the fact that there could be inadequate understanding by the patients (owing to the social dif-
ference of population evaluated), in both Oswestry’s and McGill’s pain questionnaires (that have always
been applied directly by different interviewing doctors), there are no patients that have self-applied the
questionnaires.

The table enclosed shows the indices as found after the application of the Oswestry questionnaire.
There is a variation between 0% up to 565.

We have had some difficulties in applying short-form McGill’s pain questionnaire. The data are con-
flicting. If the onset is acute, there is a tendency for the patient to classify his pain within all possible
options so that it will be classified, almost invariably as intense.We believe that this qustionnaire must
be adapted to our target population.

Regarding Zung’s questionnaire, we intend to apply it at a further opportunity in order to avoid a tir-
ing interview. At this moment, our working group is determined to review every studied case with the
objective of obtaining a long term therapeutic plan. We will also continue to work with a proposed
protocol.
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SHORT-FORM MCGILLS PAIN QUESTIONNAIRE

Fifteen descriptions are presented; the first 12 describe the sensory dimension of pain and the last
refer to the affective dimension of pain. Our patients studied were unable to understand the purpose
of this questionniare. However, in regard to the intensity of pain that give us a global dimension of the
pain, the following results were obtained:

INTENSITY OF PAIN INDEX

0 = No pain 19.40%
I = Mild pain 10.44%
2 = Discomforting 43.28%
3 = Distressing 7.46%
4 = Severe 5.97%
5 = Extreme 13.43%
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APPENDIX 3.

AN INTRODUCTION TO AND EXPLANATION OF
CHIROPRACTIC SCIENCE AND THECRY

By the President of Life University - Dr. Sid E. Williams

Chiropractic (from the Greek, meaning "done by hand") began in Davenport, lowa, when an eclectic
healer, DD Palmer, concluded that slight vertebral malalignments, which he called "subluxations”, could
be corrected through "adjustments” (a specific form of spinal manipulation). He began delivering these
adjustments in 1895, and his son, BJ Palmer, continued his father’s work by putting this new form of
health care on a firm footing. Through his well-documented clinical work, B Palmer helped define and
refine the art and science of chiropractic by formalizing precise procedures by which patients were
diagnosed and provided care.

Doctors of chiropractic are concerned principally with the diagnosis, detection and correction of ver-
tebral subluxations and act as direct-access health care providers, referring as necessary, otherwise
establishing appropriate doctor-patient relationships. Based upon their initial assessment, Doctors of
Chiropractic develop a care plan in which the frequency of visits typically tapers off as the condition
resolves. Patients often are instructed in wellness procedures such as spinal hygiene, healthful living
practices, musculoskeletal rehabilitation, and nutrition. The term subluxation was conceived to be a
slight osseous displacement (less than a luxation or dislocation) with associated nervous interference.
More recently, the term "vertebral subluxation complex" (VSC) was developed to include associated
vascular, muscular, and connective tissue components (Lantz, 1990). Both psychological and physical
stresses can give rise to subluxations, and there is evidence that the VSC can become a self-sustaining
entity in which a spinal joint becomes fixated through a nociceptor-mediated positive feedback loop.

Chiropractic theory contends that the VSC can manifest itself both locally and globally. The local
response involves injury to ligaments, tendons, discs, cartilage, joint capsules, and other tissues, initiat-
ing inflammation, muscle spasm, pain, and immobility (Ruch, 1997).As the nervous system can directly
or indirectly affect all body tissues, a subluxation can influence an entire range of physiological func-
tions extending to systemic and cellular levels. The effects of the VSC are not limited to the muscu-
loskeletal system; subluxations may affect the immune system, viscera, and the body’s ability to main-
tain homeostasis.

Chiropractors assess the osseous component of the VSC through x-ray, MRI, palpation, postural analy-
sis, and other imaging methods. The neurological component of the VSC can be detected directly
through somatosensory evoked potential testing, or indirectly through thermography, electromyogra-
phy, or leg length discrepancy measurements.

Clinically, subluxations are corrected through adjustive procedures. The chiropractic adjustment is a
very specific directional thrust applied to the area of a subluxated vertebra, utilizing parts of the ver-
tebra and its contiguous structures as short levers to directionally reduce the predetermined articu-
lar malposition. A broad array of chiropractic techniques has been developed that collectively feature
specific, high-velocity, low-amplitude applications of force and energy delivered either manually or with
a hand-held or table-mounted chiropractic adjusting instrument. Chiropractic distinguishes itself from
gross manipulative interventions in that the adjustive procedure is designed to precisely align spinal
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components rather than merely free immobile joints. Chiropractic distinguishes itself from other
health disciplines in that, through the removal of nervous system interference, the body’s ability to heal
is enhanced without the use of drugs or surgery.

In 1897, DD Paimer opened up the first school of chiropractic that still exists in Davenport, lowa.
Others followed, and significant progress has been made to standardize chiropractic education world-
wide. The Council on Chiropractic Education, under the aegis of the United States Department of
Education, was created to regulate the accreditation of institutions that offer chiropractic curricula in
the United States. Currently, there are twenty-one accredited chiropractic colleges worldwide. In
1997, there were 14,710 students enrolied in the sixteen U.S, schools (Enroliment statistics from the
U.S. Council on Chiropractic Education, Scottsdale, AZ, 1998). Chiropractic education is designed not
only to convey relevant scientific knowledge, but also to develop appropriate clinical skills and profi-
ciencies. The chiropractic student receives extensive training in 2l of the natural sciences, with empha-
sis on the relationship between the human spine and nervous system and its affect on general health
and quality of life. All fifty states in the U.S. and many other countries iicense and regulate the practice
of chiropractic; still other countries recognize chiropractic under general law.To receive licensure, can-
didates must be graduates of an accredited college of chiropractic and pass a series of state or nation-
al examinations. Doctors of Chiropractic must maintain their training through postgraduate education.
The chiropractic scope of practice varies widely, generally emphasizing the detection and correction
of the vertebral subluxation, though often including adjustment of non-spinal articulations.

Chiropractic research has been conducted since the profession’s inception, with early efforts concen-
trating on instrumentation and technique development.Winscr’s cadaver studies in 1921 demonstrat-
ed a strong correlation between particular visceral diseases and vertebral misalignment patterns
(termed "minor curvatures"). Other work helped validate chiropractic by demonstrating that very
small compressive forces (10-20 mmHg) were sufficient to suppress the firing of dorsal nerve roots
(Sharpless, 1974), suggesting that small vertebral misalignments could indeed adversely affect nerve
roots.

Early chiropractic success led to randomized clinical trials (RCTs) and comparative studies with other
established interventions. Chiropractic has been shown to be effective in the management of back pain,
and, in addition to challenging other treatments in efficacy, often was preferred by patients as demon-
strated in a number of scientific comparative studies (Meade et al, 1990; Meade et al, 1995; Manga et
al, 1993; Shekelle et al, 1992; Koes et al, 1996; Carey et al, {995). The comparison studies as well as
those demonstrating the cost-effectiveness of chiropractic care (Johnson et al; 1989, jarvis et al, 1991)
have led the US Government to recommend chiropractic adjustments (spinal manipulation) as a valid
intervention for acute low back pain (Bigos et al, 1994). Less rigorous studies also have demonstrated
chiropractic to be effective for other conditions, both musculoskeletal and non-musculoskeletal (see
Rosner, 1997).

Unfortunately, chiropractic research, as well as that of non-traditional health care disciplines, must
overcome obstacles that do not affect studies investigating medicine.The design of the RCT, which usu-
ally features double-blinding, is difficult to apply to chiropractic, as sham (placebo) chiropractic proce-
dures, which must mimic the actual adjustments, can inadvertently provide benefit to the patient.
Moreover, research focusing on patients who have already developed detrimental conditions may be
taking an unfair or unrealistic approach, as theory suggests that chiropractic care is also valuable as a
preventive measure.
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In conclusion, the standardization and improvement of chiropractic education has been a significant
factor in the establishment and recognition of the profession by various health care and governmen-
tal agencies. Chiropractic’s credibility and acceptance continues to grow through its research devel-
opments. Clinical outcomes and patient satisfaction have also contributed greatly to the establishment
of chiropractic as a separate and distinct profession. ,
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APPENDEX 4.

OUTCOME MEASURES (QUESTIONNAIRES)
IN MULTIPLE LANGUAGES

ENGLISH:
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Name: , Patient No.:
Date:

Oswestry Disability Questionnaire

This questionnaire has been designed to give us information about how your
back or leg pain has effected your ability to manage in everyday life. Please
answer every section and mark only the one box in each section which
applies most to you. We realize you may consider that two of the -
statements in any one section relate to you, but please mark just the one box
which mosl clearly describes your problem.

Section 1: Pain Intensity

| have no pain at the moment

“The pain is very mild at the moment

The pain is moderate at the moment

The pain is fairly severe at the moment

The pain is very severe at the moment

Oo0o o o oo

The pain is the worst imaginable at the moment

Section 2: Personal Care (washing, dressing, etc.)

| can look after myself normally without causing extra pain

I can look after myself normally bul it causes extra pain

It is painful to look after myself and | am slow and careful

Need some help but manage most of my personal care

I meed help every day in most aspects of self care

O| ool oo 0

I do not get dressed, wash with difficulty, and stay in bed
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Name: Patient No.:

Date:

Section 3: Lifting

I can lift heavy weights without extra pain

} can lift heavy weights but it gives extra pain

Pain prevents me from lifting heavy weights off the floor, but | can
manage if they are conveniently placed, e.g. on a table

Pain prevents me from lifting heavy weights, but I can manage light
to medium weights if they are conveniently positioned

| can lift only very light weights

I cannot lift or carry anything at all

oy oy g apala

Section 4: Walking

“Pain does not prevent me from walking any distance

Pain prevents me from walking more than 1 mile

Pain prevents me walking more than 1/2 mile

Pain prevents me walking more than 1/4 mile

I can only walk using a stick or crutches

I am in bed most of the time and have to crawl to the toilet

Oy o] 0ooyoa

Section 5: Sitting

I can sit in any chair as long as | like

| can sit in my favorite chair as long as | like

Pain prevents me from sitting more than 1 hour

Pain prevents me from sitting more than 1/2 hour

Pain prevents me from sitting more than 1/4 hour

Pain prevents me from sitting at all

Ol oo o g o
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Name: Patient No.:

Date:

Section 6: Standing

| can stand as long as | like without extra pain

I can stand as long as | like, but it gives me extra pain

Pain prevents me from standing for more than 1 hour

Pain prevents me from standing jor more than 1/2 hour

Pain prevents me from standing more than 10 minutes

Pain prevents me from standing at all

O o g g oo

Section 7: Sleeping

My sleep is never disturbed by pain

My sleep is occasionally disturbed by pain

Because of pain | have less than 6 hours 5!&&;:;

Because of pain | have less than 4 hours sleep

Because of pain | have less than 2 hours sleep

Pain prevents me from sleeping at all

O g o g g o

Section 8: Sex Life (if applicabie)

My sex life is normal and causes no extra pain

My sex life is and causes some extra pain

My sex life is nearly normal, but it is very painful

My sex life is severely restricted by pain

My sex life is nearly absent because of pain

Pain prevents any sex life at all

Oy o o oo 0

100
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Name: Patient No.:
Date:

Section 9: Social Life

My social life is normal and causes me no extra pain

My social life is normal but increases the degree of pain

Pain has no significant effect on my social life apart from limiting
my more energetic interests, e.g. sports, etc.
Pain has restricted my social life and | do not go out as often

Pain has restricted my social life to home

0 00 O 0o

I'have no social life because of pain

Section 10: Traveling

I can travel anywhere without pain

| can travel anywhere but it gives me extra pain

The pain is bad, but I manage journeys over 2 hours

Pain restricts me to journeys of less than 1 hour

Pain restricts me to short journeys under 30 minutes

OO g o

Pain prevents me from traveling except to receive treatment
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Name: Patient No.:
Date:

Chronic Disability Index (Waddell)

Initial Assessment

Sitting generally limited to 1/2 hour

Traveling in car/bus generally limited to 1/2 hour

Walking generally limited to 1/2 hour

Standing generally limited to 1/2 hour

Sleep disturbed regularly by back pain (2-3 times per week)
Miss/curtail social activities regularly due to back pain (not sport)
Diminished frequency of sexual activity because of back pain

Help often required with socks/shoe laces/tights

Total
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Mame:

Date:

Physical Impairment Index (Waddell

Initial Assessment

Patient No.-

A2
Major Problem

(Pattern of Pain}
Time Pattern

Previous Fracture
Previous Back Surgery

Root Compression

Lumbar Flexion Schober
Straight Leg Raising {left}

Straight Leg Raising (right}

| Impairment

Back + Referred Leg Pain
Root pain

Recurring

Chronic

Transverse Process
Wedge Compression
Fracture/Dislocation
None

One

More than One
None

Doubtful

Definite

SUBTOTAL

CM5 x2

%710

5110

SUBTOTAL

Approximate Total Bodily

R = O O A = 00 B RO Lo Of

%
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Name: Patient No.:
Date:

Mark the areas on your body where you feel these sensations. {Use the
symbols below and mark all the affected areas.

Numbness Pins and Needles - Ache Pain

====== (SRORONORS XXXXX I
s=zm=ax Q0000 AXXXX NN
srscas O0C0CQO0 XXXXX IR
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Name: Patient No.:
Date:

Short-Form McGill Pain Questionnaire

Please select from the list below words that you would use to describe your

Throbbing
Shooting
Stabbing

Sharp
Cramping
Gnawing
Hot/Burning
Aching

Heavy

Tender

Splitting
Tiring/Exhausting
Sickening
Fearful
Punishing/Cruel

Please mark a cross on the line below to indicate the intensity of your pain:

No Pain Worst Pain

Present Pain Index

Which of the following words explains your present pain?

0 1 No Pain t |
11 Mid L
2 Discomforting ! !
3 ! Distressing
4 i Horrible |
5 | Excruciating | |
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Name:

Patient No.:

Date:

Modified Somatic Perception Questionnaire

Please Describe how you have felt during the past week by placing a check-
mark (v) in the appropriate box. Please answer all questions and do nol
think too long before answering.

Heart rate increasing
Feeling hot all over
Sweating all over
Sweating in a particular part
of the body

Pulse in neck

Pounding in head

Dizziness

Blurring of vision

Feeling faint :
Everything appearing unreal
Nausea

Butterflies in stomach

Pain or ache in stomach
Stomach churning

Desire to pass water

Mouth becoming dry
Difficulty swallowing
Muscles in neck aching
Legs feel weak

Muscles twitching or
Jumping

Tense feeling across
forehead

Tense feeling in_jew muscles

[06

LOW BACK PAIN INITIATIVE



Name: Patient No.:
Date:

Modified Zung Index

Please indicate for each question the answer which best describes how you
have been feeling recently. Please answer all the questions.

| {eel downhearted
and sad

Mormning is when |
feel best

| have crying spells
or feel like it

| have trouble
getting to sleep at
night

| feel that nobody
cares

| eat as much as |
used to

1 still enjoy sex

| natice 1 am losing
weight

| have trouble with
constipation

My heart beats
faster than usual

i get tired for no
reason

My mind is as
clear as it used to
be

I tend to wake up
too early

! find it easy to do
the things | used
to

I am restiess and
can't keep still

I fee! hopefu!
about the future

| am more irritable
than usual

1 find it easy to
make a decision

| feel quite guilty

| feel that | am
useful and needed
My life is pretty full
| feel that others
would be better off
if | were dead

I am still able {0
enjoy the things i
used to
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APPENDIX 4.

OUTCTOME MEASURES (QUESTIONNAIRES)
IN MULTIPLE LANGUAGES

RUSSIAN
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BOMNPOCHUK OCBECTPHU

0T BONPOCHMK NPEAHASHANCH i 1UYMEHHS HHIODMUIMHA U TOM, B KaKo# cTencHH Gonk B
CTMHE MM HOTE TIORAK1A B2 Baury cnocobBOCT: YIPaBIATLCE B OBCEIHEBHOH xusnM, Tloxa-
aviicTa, AaiiTE OTBET N0 K&IKAOMY [AIAETY M NOMETHTE B kawnoM pasncnc TQTBKO OqHH
KBAAPATHK, woTopsti iMeel ornowenye K Bam Mel nodmmaem, 4T0 B KaKIOM pasiens K
Bam MOryT MMETh OTHOIMEHAES 2 YTREDMISHNA, HO, HOKATVHCTA, CFEAAHTE OTME]-
K¥ TOJILKO B TOM KBARPATHKE, KOTOPHIH HAHEOJIEE TOYHO OTHCLIBAET
BAHTY IPOLITEMY.

THam®M$lHoa, ¥MAa, BTRCCTBO;

A7

PA3NETD T - HHTEHCHBHOCTL BOJIHA
B ramyefi MOMERT ¥ Mens uet bonu

B nannsti moMewt oo ouent cnabas

B nanmri MoMent Bonk yMEpesHas

B ammueiit moMedT Ho0ik A0CTETONHO CANRHAN

B pannniii MoseHT 006 OUeHb CHNLNAR

ooooog

B nansbdi MoMeHT B0gh HACTONLES CHMIbLIEAN, Y10 JGOKE TPYAE0 celt TPEACTARHTL

PA3IEN 2-CAMOOBCIHYKHUBAHNE (YMBLIBAHHE, OJEBAHHE » 1.a.)
A e eocTORHBA 3360THTECH O Cebe, 1 3T0 He BHI3bIBAST QOTONHHTETRAOHR G0N

51 B COCTOAIMM 3aBOTHTRCA 0 cefie, HO DTO BHI3LIBACT LONOARKTENLHYIC H0nb

3abora 0 oobe verarmaeT HONL, H MOK IBGKCNHA MEANEHIEE] W OCTOPORHE

S HymMamOCE B HEKOTOPOH NOMOLIA, HO COPAENAIOCH ¢ BONBITHHCTEOM MOKX
cobeTrenHbIx 3aboT

51 HYRNAIOCE EXENHCBHY B NOMOUIH 110 O0BLIAHCTEY SCTIEKTOR CAMOOOCIYKHBAHHR

OO0 OoOod

51 Be MOTY GAEBATLCA, MOKICH & TPYIOM W OCTAKCE R NIOCTENH

PAZAEN 3 - TTOALEM THHECTH
H B COCTOHHMH IIHAMATE DonEoE Bec Bea3 DoNeIHETEaRHOH HomM
S B COCTOSHMH ROAHFMATE BONBINCH BEC, HO ATO BBIZLIBAET AONOIHATENLRYIO DOnL

HoMsb He HOIBONRET MIE IIOAHAMA TS BONBLION BEC, HD A B COCTRMAHA 3T0 COENaTs,
£01H 08 ¥ADDHO payuernen, HADPHMED, Ha CTOTE

Bunp He NOIRONACT MME NOAHAMATE SOTRINCH BEC, HU A B COCTOAHHE CODABHTRCS & NCT-
KHM M CPGUHNM BECOM, ECITH OH YADDHD paiMelnien

S B cOCTORHMM NOTHHMETE TONLKO 0UEHE JSTKAR BEC

OO0 O Oon

3 He B COCTONHMH UM NONHIRMATE, HE HECTH 9To-HHOYIE

110
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PAZIE] % — OBIMECTBEHHAL KH3HL

L]
o
O

O

L
[

A BpUHAMER ODRTIHOE YYBCTHE B 0BLICCTHENNON HUIHN U 210 HE CONPOBMIKIRLTCE
BOSHHKINOBCIMCM ¥ MEHR NOTITHYTETRROE BOIH

A nppyrvan obHHCE YIACTHE B OBILECTRENHOME HHEHHE, HO 310 CHOCOBCTBYET Yon-
JNERVH} REIPEHEHIOCTH DODR

DONE HE YKESEIBSET CYUIECTBEHHOMT RINGHES HA MOC YIACTHE B 0IISCTRERHOH 130N,

HEr OFPAHHHMBARCT MOM SKTHEHOCTE, CBAYEHEYH) C NORRINSHROR 3aTpaToR SHEDTHH, HA-

HPHMED, 3aHATHA CTIODTOM K 7.4,

Bonk cyzmna Moe yuacTse B 0fINCCTRCINOH %015 KN, 3 7 He (R0 B 0OIUECTEE CTUilL
BECTO, KaK PERBLIIC

Bone orpasiynna s010 ofiiecTRENEYID UKL H0MOM

A He npEHHMA YHECTHE B 0BINECTREHHOH HH3uM Mi-3a Honk

PAZJETD 10 - NEPEMENIEHHE

oooood

2] MOry NEPEMCLLATRGE BOIOTy Dea Sonk
ST MOTY DEPEMULIETEES BUMY, HO 310 RW3EIEEST ¥ MEI8 AMOTHHTEALEYK S0
Lioak ChibHan, H 8 COPERNAKICK € IEPEMEINENHCK & TeacHHe GORCe TRYX YACOR
honk OrpATHYHBACT MOK BOSMOBHOCTH K IEPEMSIICHNAM RPEMEHEM MeHee | uana
Lo, OTpalduHBACT MOY BOZKMOHHGCTH K KOPOTEWM TEPeMEIles M 10 30 sumyT

Eonw NRENATCTRYET MOEMY EPeMEMOH MK, 58 HCKTHMEHHEM TIOEIA0K & UEIEK Ty
HEHHA NCYEHKA
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IR NI T W ECTHRG )

HHAEKC HAPYRIEHHS PUIMUECKOTO COCTOAHHA
{0 Bamnemo)

HCXOo0haHasa OQHEeHKR

~ MaremarmuecKas KOHCTaHTa 28
FnasHas npobnema - Xaparkrep Gonn
' hoJis B cInane 0)
bomn B crompe 4 OTpaeHHan
$ons B HOTE 3)

o Kopenikosa 601b 2)

EpemenHui xapakTep Penmausupyroman 4
X ponmyeckan 8}
MpepwecTeyrownn nepe- | [lonepeusblii oTPOCTOK N

| nom ' KAMHOBKAHA KOMITPECCHS 2}

f | ITepenomicMelnenne 6) B

. Npepwecteyiowan  one- | He Guno 0)
paums Ha noasoHounmke | OnHa 3)

| bonee oanoii 6)

CpapneHne KopelwKa He 6nino 0)
COMHHTEILHOE 1)

- OnpenencHioe o 2)

; NPOMEXYTOMHAA CYMMA I + ]
Toacumnoe crubanne (Tect obepa) M x 2 -
IlopneM BRinpaIMIeHROR HOTY {eBoil) o\l -
[Toreem BRIPAMIEHHOR HOE {TIpaBOi) o\l -

 IPOMEZKYTOYHAN CYMMA -

%I],PHBJ]}BHTEJ!}:HGE HAPYIWEHHAE OBIIETO ®MU3IHYE-

FCKODO COCTOSHWA Yo
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KPATKAS ©®OPMA BOTPOCHHK A O XAPAKTEPE

bOJIH
(MaxT'nana)

LR M ELRE] ) CZETE]

Hemanyticra, suibepure ws CITHCKE, DACHOJOACHAOIO HIKE, CHOBA, KOTO-
PEIE Bbl 051 HENORBIORATH 109 ONHCAI M Baweii 6oan;

Cm ) Her CaaGas  ¥mepennan | Cwannan
 Ryanenpyiomasn n 1) 2 2) 1)

| Crpenswoman ) 0y 1) iy 3y

| Komoman _ 0} nh ) 3
Pesxan 0) 1) |2 3y
Cxpatkoofpaznas 3 1) ' 2) R

| Ipuisymas 0 1) 2) 3
Kryuan B 0y 1y 2) 31

| Howmmas - ) 1} 2y 3]

| Myaureannag ) 0) D 2} 3}

| Hpu kacanun 03 R 2 3

| Packaanpaomancg 10y 1) 2) ),
¥TomuTenLnan 4) 1) 2y 3}
TomuoTsopnas 0 D Y °3) |

| Hyrawoman 0 1) 2} 13}

Hecrowan O I 3 S

[omervre Beprikantuoi NCPTOMKON Ha Bumelewael IHHUW WHTEHCHB-
HocTe Bameii Sonu:

Her Gonn o : -» Haubonce cuie-
Han Dotk

BOJEBOU MHAEKC B HACTOSIEE BPEMA
Kukoe 13 cneayionux caon somer oOBgcHNT: Ramy So1s B HacTosmes BPCMA!

Her 6o1n

Crnabas

Brsusaomas ommymenie AHcKoMpopTa
Buymaromas Secnioxoticrso

Vaxacuan

MyunTesnan

LA e L bl e
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MOJNOULINPOBAHHBLIA HHAEKC TYHTA

Floskaiyiera, YEQRIETE /ind KGKEN0TO M3 3THX BONPOCOB, KaKO#i OTBET HaH-
TVaHIAM 0BPazOM MIMCHMBAET TO, Kak Bur ceba dyBCTBOBAIN B HACTOAIEE BPEMS.
JHOMATVHCTA, OTBETHTE HA BCE BOIFOCKI!

Huxorna

Huorma  nan
penko {[e 98me
1 73 B HENENHY)

MY

Hyorge (I- | Bocranogno
2 pua B me- | wacTo {3-4 auw

B HELERH)

Y ogeHd NOAANACHHOE ¥ Tevaik-
| HOE HACTPOEHRE

Tlo yTpam 8 uyBcTBYIO cefis nyv-
e BEErD

TIepAOIMLCCKE 3 IUIAYY HIH X09Y
FRNLHARSTh

Mg TPy IHO SECHYTE BEICPOM

- uyscTAy ©eba nHkOMmy He

HYHIbLIM

oM CrubKe #E, THOTBRD K
DaHBNIC

H A0 CHX DUP NOITYHEIe YROBHIL-

| CTBHC OT CeXoa

1 4 prMevaro, YTO TEPAID B BEGE

W MeHs 3anopi

RS S

Moe cepmre Oueres  Guorpes,
aen 0ORMHD

S Y TOMARIDCE DECHPHSHEAD

0 om0 TaGEE  9CHO,  KRK
COLIYHD

A YACTO NPOCHINAMCE CANIIKOM
pano

WHE NErko CHPARNATLCA ¢ D0k
HBIMH (NOBCEIHEENIIMH | NEIARMH

8 Becnoxoen (Bo3bysaen) »w se
MOTY JIEPRATE Cebg B pykax

H cuotp B OYOVINES © MANEH-

i)

18 Donee PAsIpRERMTEOCH, YeM

DHLHO

A nerko TPHHEMAN DELICHIE

51 BOMEITLIBAKY MYBCTBO BMARI

S uyBCTAYIO ce0n NONEIHEM M

HYRHBIM

P—

Wog am3HE JOCTATOYHO CONED-
FHATENLHA

A 9yRCTBYIO, YTO OKPYHAKIIAM
Lo bt nyaine, ecmd 061 8 yMep

A no-npexeMy cnocobos pago-
BEATLCH OORIYHLIM BELIEM
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APPENDIX 4.

OUTCOME MEASURES (QUESTIONNAIRES)
IN MULTIPLE LANGUAGES

JAPANESE:
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indice de meapacidade wionica

Cada NAO que o individuo responder receberd um ponio. O niimero maximo de posios
{plor} € 9.

indice de incapacidade fisica

(s escores oblidos na primeira seqfio serdo somados a uma constante na parte su perior da
pagina, para fornecer um subtotal, O total para a segunda seqiio, que mclui os valores
auméricos do teste de Schober ¢ os testes de elevagio da perna sem fleti-la, & subtraido e
o resultado obtido ¢ o escore de incapacidade percentual,

Fseore de incapacidade de Oswestry

{ada secdo contém & afirmagdes que recebem escores de 0, 1,2,3,4,5,6, Existern 10
sebes. Os escores numéricos das afirmagiies selecionadas sio somades, para forpecer-um
total emy 30, que € convertido em porceniagen.

Chiestiongrio de dor de McGill abreviado

Sao apresentadas 15 descrigies. As 12 primeiras refletem a dimensio sensonal da dor e as
quatro finais abordam a dimensfo afetiva. Podem ser calculados trés escores: o £5CO0E
total, o escore sensorial ¢ o escore afetivo. A escala visual analogica de dor e esse indice
de intensidade de dor fornecem uma medida da intensidade global da dor.

Referéncia:

Questionariv de dor de MeGill abreviade
Ronald Melzack

I"ain 30 (1987); pp 191-197

Questionério de percepeiio somética modificado e de Zung modificado

Sao anexados modelos de obtengiio de escore para esses dois indices. As seguintes
referéncias podem ser gtels

1. The modified Somatic Perception Questionnaire

Main, €. 1.

L Psychosom, Res. 27:503-514, 1983

2. The Detection of Psychological Abnormality in Chrosic Low Back Pain Using 4 Simple
Scales

Main, O, J, Wadell, G.

Curr Concepts Pain 2:10-15, 1984
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Apéndice A Questiondrio de percencio somatica modificado

p‘”r‘ g?‘lﬁ“;'ﬂl" %’t” .
FARAD I F RN SR NS §

creve oone vond se zoptiu durante a Glima semang, assinalando o quadrado
apropriade (¢
For fvor, respanda a todas as perguntas. Nao pense muito antes de respondé-las,

Nio | Umipouco | Muoito | Insnportavel
N#o poderia
SEr pior

Aumento da fregiéncia cardiaca
sensagio de calor om todo o corpo e ]
| Sudorese em ledo o cormpo 0 i 12 3

E.
Lol

Sudorese cm uma *egifio particular do
coTpo
Pulsagio no peseogo

Sensagio de martelada na cabega

Tontura 0 i 2z 3
Turvacio da visdo ‘ 0 ! 2 3
Sensacie de desmaio ‘ 0 1 2 3
Tudo parece irical _

Nauseas B R J 2 3

Palpitagiies no estdmagn
Deor de estdmago

Mal estar no estémago
Diesejo de urinar B

o]
e
b3
1ad

=
by
el

Secura na boca ) 0 ! 2, 3
Unficuldade de cnpobr N .

Dot nos miseulos do nescogn b I < 3
Fraqueza nas pernas L - 3.
Contragin ou tremor muscular JLE < 3
Tensfio nos m 0 2 3
 Jemsio nos 1 S !

? N

L]

o, de 3Main C): The modified somatic perception

7754 1083

vy
o
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Duestiondrio de perceprho somética modificado

Poyr favor, descreva como voc se sentin durante a ltima semang, assinalando o rusdrado

spropriado (¥)
Por favor, respenda a todas a8 perguntas. Nio pense muito antes de respondé-las,

Nie | Umpouco | Muito | Insuportével
Nio poderia
ser ot

Sumento da fTegiéncia cardiaca
Sensachio de calor em todo o corpo

| Budorese e lodo o corpo L
Sudorese em uma regido particular do
corpo

Pulsagio no pescogo 4 '
Sensagio de martelada na cabega R

Tontura o - _ I
Turvacho da izl
Sensacdo de desmaio
Tudo parece irreal

THauseas
Palpitacies no estomago
Pryr de estomags

- Belal estar no estdmago

| Desejo de urinar
Secura na boe
Dificuldade de engolir
Do nos wiseulos do pescogo
Fraquesn ngs pernas
Comtraciio ou Iremor museular

Tensiio nos misculos fontais
Tensdo nos miseulos mandibulares
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Chestiondno de Zung modificado

Por favor, assinale as respostas que melhor descrevem como vocé tem se sentido
ultimamente. Por favor, responda a lodas as perguntas

Nunca | Devez | Muilo Na maior
] £ frequente | parie do
guantdo tempo

- Sinto-me deprimido e triste

Sinto-me methor pela manhi

Tenho crisex de choro

Tenho difienldade de dormir A noite -

| Acho que ninguém se importa

| Come na mesma quantidade que semnpre

comi

Minha vida sexual ainda me da prazer

Acho que perdi peso

Tenho constipagdo

Meu coragio bate mais rapido do que

| costumava bater

Fico cansado sem nenhuma razio

| Nio me sinlo eonluse

| Tendo a acordar muito cedo

| Acho facil Tazer as coisas que eu
| costumava fazer '

Fico inguieto ¢ nfio posso ficar parado

Tenho esperangas para o fituro

Estou mais irritado do que de costume

Acho Faedl tomar uma decisio

| Sinto-me bastante culpado

Acho que sou otil ¢ necessario

Minha wgﬁa é ha&mu e piem

- Acho que os outros ficariam mﬁlhms‘ € €0
- mprresse '

As colsas que me davam prazer, ainda me

ddn prazer
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Mimero do paciente || || STOOACTO4

Indice de incapacidade crémen (Waddelly Avaliagio inicial

Preciss de ajuda parg vanewsr peso (13 @ 18 quilos oo uma crianga de 5
a 4 anos) ou evita fazé-lo )
fica sentado apenas por mela hota 7

| anda de carro/énibus apenas por meia hora T
| anda & pé apenas por meia hora 7

fica em pé apenas por maig hora 7
acorda repularmente com dor iombar {2-3 vezes por semana) T

deixa de comparecer 83 lividades sociais regularmente por eausa da dor
lombar oy restinge-as {ndo inclui espories) 7
| diminui a freqiténcia da atividade sexual por causa da dor lombar ?
|_precisa de ajuda para calgar as melasfamarrar os sapatosfvestir-se 7

PR

Tiortal
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Apéndice B: Questiondrio de Zung madificado

Por favor, assinale as respostas que melhor descrevem como vocé tem se sentido

ainda me 3o prazer

ultimamente
’ Raramente D¢ vie om Muilo fregiiente | Na maior parie
o Wonca quando {34 dins/ o fempe
{fmeposde 1§ (1-2 diagf SEmana) (57 dins!
dia/ semana | semana) seniana)
1. Sinlo-me deptittido e trisie { i 2 3
2. Sinto-me melhor pela manhd 3 2 ] 0
3. Tenho crises de choro U i 1 3
4. Terho dificnidade de dormir & noite B | 2 3
3. Acho que ninguém se iuporly i e 2 3
6 Como na mesma quantidhde que 3 2 i 0
SEIETe Cony
7. Minha vidn sexual sinda me di prazer | 3 2 11 0
8_Acho que perdi peso ¢ i 12 3
9, Teaho constipagda { i 2 3
10 Mrew mmv;én bale mais rdpido do que | O 1 R 3
costumava baler ‘
| 1). Fico capsado som nenhuma razio & i 2 3
12, Niio me sinto conluso 3 2 ] 0
13, Tendo a acordar mwito codo {0 i 3 3
| 14, Acho Ficil fazer o coisas gque en 3 2 i 0
costumava frer ]
13, Fico inguiclo ¢ ndo posso Ncar parado | O i 2 3
16, Tenhe csperancas para o fulerg 3 2 1 0
17. Estow mais irritade do gue de 0 i b4 3
Lusluing . |
18, Acho Ficil wmar ama decisiio 3 2 1 0
19, Sinig-me hastanie colpado 0 11 2 1
20. Acho que sou Gl e necessdrio 3 2 1 0
21. Minba vida £ bastante plene 3 3 1 0
27, Acho e os eutros ficavipm mothor, | O I X 3
SE DN IMOTIEsse
23, Ax cotsas que me davam prazer, 2 -1 0

Reproduzido, com permissio do editor, de Main CJ, Waddell G: The detection of
psychological abnormality in chronic low-back pain using four simple scales. Curr

Concepts Pain 2:10-15, 1984.
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Esvore de innapacidade de Dswestry

Esse questiondrio foi concebido para nos dar informagdies sobre como sua dor lombar ou
dores na perna afetaram sna capacidade de realizar snas atividades diarias. Por favor,
responda a 1odos os Hens de todas as seghes ¢ assinale apenas o QUADRADD (Mou
K} que se aplica a seu caso, Enlendemos que vocé pode considerar que duas das
afirmagtes apreseniadas em uma seqdo se aplicam a seu ¢aso, mas, por favor, assinale
apenas o QUARRADO que mais claramente descreve o seu problema.

Nume:
Nimero de registro; Data:

Secio 1 - Intensidade da dor

O M sinte penhiima dor no momento

O A dor & muilo leve nesse mowmento

(W] A dor ¢ moderada nesse momento

i A dor é severa nesse momenic

.| A dor é muito severg nesse momenio

L A dor é a plor dor possivel nesse momento

o 2 - Cuidados pessoais (tomar banho, vestir-se, 21¢)

Posso cuidar de mim norma mente sem sentir nenhuma dor adicional

Posso cuidar de mim normalmente, mas sinfo um pouco de dor

Sinto muita dor. quando cuido de mim, Per isso, fago as coisas lentamente e com
cuidado

-:"“1
:ar

O ogaag

cotsas

sozinho, em termos de culdados pessoais

Preciso de ajuda para fazer a maioria das coizas, em termos de cuidados
PESSOAis

d Nio me vislo, tame harho com dificuldade e fico deltado na cama,

0

Secln 3 - Elevacino de peso

Posso levantar ohjetos pesados sem sentir menhuma dor adicional

Passe levaniar abjelos pesadag, mias ginte um peuce mais de dor

A dor me impere de leventar chietos pesades do ¢hiio, mas posso fazé-lo, se eles
gstiverem sohre & mesa, por evempln

A dor me impede de levantar vbietos pesados, mas posso levantar objetos

feves, se eles estiverem sobre a mesa, por exemplo

Pesse levantar apenas objetos mnfo leves

Nio posso fevantar ou carregar nenhum objete

oo o Qoo

Precisn de alpuma ajuda para cotdar de miny, mas sou capaz de fazer a maioria da«
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Secho 4 - Marcha

A dor nio me impede de caminhar qualquer distancia

A dor me impede de caminhar mais de 1,600 metros {pouco mais del.s km)

A dor me impede de caminha mais de 800 metros

A dor me impede de caminhar mais de 400 metros

Posso caminhar apenas, se estiver usando uma bengala ou mulelas

Fico dettado na camia durante a maior parte do lempo e tenho de me arrastar até 0
banheiro.

goaooaod

4

gio 5 - Sentar-se

Passo ficar sentado na poltrona durante © lempo que quiser

Posso ficar sentado na minha poltrona favorita durante o tempo que quiser
A dor me impede de ficar sentado por mais de 1 hora

A dor me impede de ficar sentado por mais de meia hora

A dor me impede de ficar sentado por mais de quinze minutos

A dor me impede completamente de ficar sentado

opooooy

Seglo 6 - Ficar em pe
] Posso ficar em pé durante o (empo que quiser, sem sentiy sumento da dor
Posso ficar em pé duranie o lempo que quiser, mas sinto dor
A dor me impede de ficar em pé por mais de 1 hora
A dor me impede de ficar em pé por mais de meia hora
A dor me impede de ficar em pé por mais de dez minutos
A dor me impede completamente de ficar em pé

0

aogogooo

7 - Sono
Meu sono nunca € perturbado pela dor
As vezes, meu sono é perturbado pela dor
Nio posso dormir mais de 6 horas por causa da dor
Nio posso dormir mais de 4 horas por causa da dor
Mo posse dormir mats de 2 horas por causa da dor
A dor me impede completamente de dormir

e
[14
-1
a5
p=d

gooooas

Seclio 8 -Vida sexual {se apropriado)

0 Minha vida sexual ¢ normal e niio me sumento da dor

.| Minha vida sexual ¢ normal, mas me causa um pouce de dor
£ Minha vida sexual ¢ quase normal, mas me causa muita dor
O Mirha vida sexual é muito restringida pela dor
[

-

»

Minha vida sexual quase niio existe, por causa da dor
A dor me impede completamente de teer atividade sexual

134
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Secdn 9 - Vida social

& Minha vida social é normal e nfio me causa nenhuma dor adicional

o Minha vida social & normal, mas aumenta a intensidade da dor

o A dor ndo tem nenlum ofeito significativo na minha vida social, além de limnar
minhas atividades mais intensas, como, por exemplo, espories, elc

O A dor restringe minha vida social € ndo saio com Jreqiiéncia

A dor restringiu minha vida social ac ambiente deméstico
Niio tenho nenhuma vida social por causa da dor

oo

n

Secdo 10 - Viagem

Passo viajar para qualquer lugar sem dor

Posso vigjar pata qualquer Jugar, mas isso me causa aumento da dor
A dor & intensa, mas posso fazer passeios duranie 2 horas

A dot me permite fazer passeios no tempo maxime de | hora

A dor me limita a Fazer passeios que durem menos de 30 minutos

A dor me impede de viajar, exceto para receber tratamento

X

g oogooogo

i

X 20 %
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Plimero do paciente ||

indice de incapacidade fisica {Waddell)

-

STOO4CA0S

i

Avaliagio inicial

Comstante matemitica

Principal problema
Padrio de dor

Daor lombar
Dior lombar + dor irradiada para a

| Fratura pregressa

perng

e - Dor radicular -2

| Padriio temporal Recorrente 4
Crimica 8

Processo Fangverss
Compressio em cunha
Fratura/deslocamento

el 0 Y

sy ——

Cirurgia lombar pregressa Nenhuma {
Ulma 3
) Maiz de uma 6
Compressio de raizes Menbums {
Duvidesa 1
Drefinida 2 0
4
) ’  Bubtotal -
Flexfio lombar de Schober  om X 2 , -
| Elevacho da perna Esguerda AL
estendida Diiveita AL
- o Subteial
Incapacidade corporal teial aprogimada .
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APPENDIX 4.

OUTCOME MEASURES (QUESTIONNAIRES)
IN MULTIPLE LANGUAGES

ARABIC:
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1. Main, C.J.: The Modified Somatic Perception Questionnaire. J. Psychosom. Res. 27:503-514, 1983.

2. Main, CJ. and Waddell, G.: The Detection of Psychological Abnormality in Chronic Low Back Pain
Using 4 Simple Scales. Curr. Concepts Pain. 2;10-15, 1984,
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