
,

('

,
filE ~~~..L' I\SSI':SSrll':N'~OF RIlt-mIATO LD
~-- ~

.c_~- ~-~ . ~_~

ARTliRITjS (BY PllYS'IOUI1~RAPlSTS:

~ \ .
/\ RANDOHlZED. CONTRO,LLED tRIAL

/

-

"

,
I

" ,

,
I



"

. ,...

'-

"

.-
:

'I'll E TOTAL AS SES SNENT OF RII EUHATO l D ARTII RIT IS

l\Y PIIYS IOTlIERAP [STS: ,A RANOOmZED CONtROLLED TRJ A1.

, BY

,\NTOlNl:. IIEI.I,.\~A, N.C.I'.A. TEACII. elm'\' .

",\ Thes~s

Submitted to the S,chool of. GraduJte Stud l':-S

in Partial Ful fillmcnt of the RequiremL>nts
(or the Degree

..
r~TER OF SCIENCE

(Apr il) 1977



Master of Science (1977)
(Medical, ScieI;lces) ,

McMaster University
Hamil ton,. ant.. ,

TITLE:

AUTHOR:

The Tota'! Msessment Qf Rheumatoid Arthritis by
Phys~othe~apists:

A Randomized Controlled Trial

Antoine lIelcwiJ, P.T. Diploma ,(Sa~afand, Is!ael)
Teach, Cert. (Uni vers'ity of Toronto)

, \

SUPERVISOR:
"

Professor D,L. Sackett

:

" "

,NUMBER OF PAGES: vi, 211

"

",

,"

"

ii



.' ,

TABLE OF CONTENTS
.Page:

;,' (-~, _.... ~~-
ABSTRACT

ACKNOWLEDGEMENTS

SECTIO~ 1 - INTRODUCTION

iii

1

1.1

1.2

ro1cumatoid Arthritis: Brief Description and Disease
Manifcstati ons '

TI1(" Ep'idcmiology of RA: Jlr('val~ncl', inci~ence,

'dis,abil ity and economic costs

2

l. 3 The Hanagemcn t 0 f RA

l.~ Sour~cs of Care

1.5 Special Training For ArthTitis Society
Physiotherapists; A Randomized Controlled Tridl

1.6 The Author's Uniq~e Contribution

SECTION 2 MErHODS;' DES~GN

2.1 Introduction

2. 2 'The 'Trial, Site

",
2. 3 Rcfl'rrals to The Anhritis Society PhysiotherJpy

Home Service

'2.4 Criu;dJ For Patients, AdmLttcd to the '1'ri31

2.5 Ethical ~onsiderritions

2.6 Independent Before-After Measurement.
, , .

"2.7 Final Selection, Stratification and Randomization

2,.8 The Experimental ,Manoeuvre

2.9 Compliance

2.10 S~ple Size and Rate of Intakes



/ .

,"

,
,

2.11 Critpria For F~vourable Results and For the Proj~ct so

.
, '.

2.12 Financi<ll Considerations

3. ~THODS: EXECUTLON

..
51

52

/

3.1

3.2

3.,3

3.4

3.5

1.6

\.7

L8

3.9

Introduction

Selcct~on of PTs for Special Traintng
"

The PT Training Program

Application of the ExpE;lrimental Manoeuvre,. .
Selection and Training of the Its.
PrQtc~Llng and Validation of t~e Indepcnderit
ASSCSSlllen L I

ScparaLio,n of PTs and lAs a d Pati'ent Records
, ¢.

Geographic Assignmc'lt of 'Ts and 'lAs,

"
Att rit ion I\mongs t prs nd [As ~

52

53 '

56

58

62

64

6':>

67

70

3.10 ~retest ~xperidnce and Modi[ic~Lions in Trial Design 71..

3.11 Intake-Rates During the Pretest 72

3.12 Cllangcs in'Source of Intakes and .Selection Criteria 75

3.13 Stra~egies Develope~ to Process Intak~s

3.14 The Independent Assessment

J~15 Clinical Results of PretesL

3016 Discus'sl<)n ol.Prctl'sL ,!\csulls.,

..

.'...,..,

." .

77

81,

82

.~
'3. L.7 I~e f ~ IlCmCIl t,s, In Samp Ie S i z('

3.18 Total Intakcs,·Allocilllons ulld.l':,x~lusion~

'.

"

..

. . '



3.19 Impressions of Trained 'PTs and Physicians of
Experimenta~ Pat~ents - •

3.20· Effect of Delays on Costs

1. 21 Conclusion ~d SUlmnary

'.
REFERENCES .

J'

'. '

'..

'.
".

90

91

93

96

.'~

/

,",



. ,

1. ,,' Variable Clinical Course of 'RA
h

2.

3-

tl •

f),.

6.

7..

8.

9.

10:

II.

12.
" ,

" .

LIST OF TABLES

Percentage of Nen and \\lomen Hith Specified Findings
and Relativ~ Prevalence by Sex: United Stat~s 1960-62

'The Prt'val cnce Rates. 0 f RA

Natu.rat I!'islory of RA 0930-19')/.)

'I'll(' Cosl \)f Arthrit is To The lhlLtcd Stdtl'S I',(,()lllllny

(1966) ."

R11eumatoid Dis'case AsseSSI\l('nl

Ten Day Variability Study of 500 RA P~tients

Expectable Results with Drug'Therapy for R11eumaloid
Inflammation

A Comprehepsive Pyramidal Plan For RA Hanagement

Nine Year FuJlow-up of 307 lIospitaliz7d Patit:nts
wHit RA Edinburgh

Sources of Cdr\, for RA Pati0nts in SOlllhc,rn OnUlrio

RDU - Sdeeted Statistics lor the 12 months' ended
June: 3D, 1975

'\ W

Pagt'

4.

6

H ..
II

1/.

17 .
)

18
:......

20

21

22

')r
~ )

2<)

Ll. . B.hqlullatologicJl Ed llc~ll ion of Un J\.' rgra.dud t l'S In 32
Canadi1 1975

"""iLl. Schedule of Time and ,Event:> on Submission St.

. 15. Schedule of Time and Events on Execution' 55•

16. Swmnary of Clinical and Lab Findings in Polyarthritis 5,9

.
sj17. ~ummary of··Intake Procedures During Pretest

18. Neasures of Treiltmcnl Effecls S()

t9. SUl\lmary uf Inlllkl' I'I:oCt'du n's 89

. , 20. EffecL 01 Ik LlyS .on Cosls of R\'·s\'arch (y'!.



..

. I'

LIST OF 1<1 CURES

I. The cl inic..ll course of RA: in thr\'c hypothetical cases 3

2. The Rheumatic Disease Unit Concept 28

3. Schematic Presentation of' Trial· Design as Originally 40
Envisaged

4. ~ogr,aphi,? As'signment of Traditional PTs 68

5. Georgraphic Assignment of Trained PTs, lAs and Trial '69
Site .~.

h. S(:h('ffi.lt it' I'n's(:ntation of' Tr Ld Iksign ,IS Origin,i1ly 73
":nvb .lgl'd

7..Sc/lematic Presentation of Ti"ial Dl'sign I'.:mployed 1.11, till' 74
I'.:xpcriment.ll P~rioJ

",

)



, '

LIST OF APPENDICES

,ARA Fune l i on;11 Cl ass

I I Physician COnGl'nt Form

I II Patient Consent Form

IV S~lection Criteria For Independent Asses1sors

V Independent Mpasurcment for Rheumatoid Arthri~is

Subjects - Initial Questionnaire

VI Independent Measurem€'l1l lor Rheumatoid Aahri lis
Subjects - final ~uesiionnaitc

VI I Sixteen Personality Facto,rs Questionnaire

VILI Summary of Dala for Initial and Final Seleclion

99

100

10:3

145

186

187

IH8

.'

x

'Xl

xn
Xlll

XIV

I nd('penden l !I('fore-A'/ ter Hl'ilSUrcnwnt For Subjel.U,
IHth RhcuI1l,1lo id Arthri q:-. - Instruction H.lI1ual

lastructions To Physicians RCf,a(ding P~ticnl Intdkl's

Instructions .Jor Patient Selection and Randomization

Procedures for Final ~atient Selection and Datd
Verification by Research Assistant.

Calculation of the Pooled Index

",

IHY

200

201

209

211



ABSTRACT

Ar:l' tile outcomes of rhl'umato id arthrit is lJ,lt il..'nts improved \"IIl'1l

Illl'ir l,lIllily pilysicLll1s ,1re provllll'd with informdtioll g,ltlll..'rl'd by ~Pl'l-

ial Ly tLlined physiotherapists? '~.

Two physiotherapists were sl'Lecteu ,lOU trailwd in dcLliLl'd

ohjective techniques of evaluatioll and problem identification,' lC<1diIl~;

•
to i1 dear ,md succinct report designed to assist the tdmqy physic Llll

In treatment'lkcisions. Fr:om' June 1974 to JanUill"y L977) ,1>-randomil.l..'d

lHI thl..' outcoml's of women with rheumatoid arthritis treated ill t!tl..'o

l'1'llUlnunity by tht'ir family physician!:;.,

. On admlss ion to the trial, patients wen' L~lldomlY Jllocatl'd to

two groups: on~ experimental group which was dsscStH~d' according to

modern quantitative techniques of evalu~i~ and) folrowing conununic<1l1U;1

of resul ts to" family 'physicians, were {:t:.~~ at hOffi(;! by the trained

physiother<.1pi~ts; and a control,group which was assessed according to

traditional techniques of evaluation and, f0.1iowing, communication of
.-

rl':-,u1ts to "family physician:'> were treated dt !tl!n\(' by tradition,}l
r

physiothcrapisLs. All slIbjl'cls w('r"v il1u'rvicwed inj!:!1 "y, .11 four,

<.lnLl dt 12 mont.hs by indepcndt'nt ,ISSCSsors wlw llse/d :-:.umdardized
/

,/

iii

/

, \
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prcstructured questionnaire designed to measure the level Qf joint
.,

inflamnation, functional capacity, compliance and mood.

"
In ,assoc L1Lion with this, tri,II, a pooled indl'x was devc>loped

(onverl inl.; Ii Vl' sl'paralC' OutCOllll' IIll',)s'ures into a si n}~ Ie prl'spl'c i f i eli
o

v,lriabh', to mCoISlln' trC<lll}ll'llt tlilll'renccs.

Till' author's unique contribution to this trial rdall'd to:

d"V,'!opllll'nt, 10rmuLHion and eXl'cution of the expl'rim~ntal Jesign,

•
,,1111.1 more speci f it:ally, the lise of independent assessors in rheUnk}-,

tology, ,1lloc<ltion strategics, processing of intakes, stlpervJ.sion

..lf1d control of dat,} gathering proc'edures and the introduction of

. ~.
modifications in tile design following the protest and during th~

,';o,pcriment:1l Ill'riod tholt made tllis trial feasible.
o

Til is .lS ,I "compounJ" thl'S r~,
.

focussing on till' present statl'

01 .knowlL'dgc dnd rat ion<.lJe for the n~search, the llriginfl! design ,md .
o •

Illodifications introduccd following the pretest and during the l'Xpl'LI-

mental period. The rationale U11d effects of these modifications will

be discussed in detail;
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L - INTRODUCTION

'Preceedin'g the .dc'sign and execution of expe~iment~l trials,

.. ~.---

investigators must ,explore to ,tlhat 'extent a basic ,research question

,
is likely to shed a ne~ lt~1t o~ ~ problem and, th~refore, contribute

\ '

~" to the present -state of knowledge\

The outcome of patients with rhe,~mabofdr'ar,tluit}s (RAJ re-"

(''biving .lH·lOlLlry care is' a basic health and societal issue ana 'to (),ll"l','
:--:c.) ..

"'/>< ,

I!: l\as rccd..ved Nt'ry .little a.t,tcntlon [rom investig~toJ;s i,n'the 'field.

·'L'h is will be revealed by a total absence of ,documentation in the currc.nl

',~ l~e,r~~u,~c and any :tIH,orma,tion that 'is available tends to be al1ecdoLJl.

'To jus'ti'fy t~c: relevance of this 'research, the author will e>:pGuno
.• , ":'f"J:....

in this section on the inagnitutl6 'of the c,hallenge £8<;1ng society ier dedl:i.;1g.

wi~h M, b?, first describing the ,disease, its i>rev~.J.ence" incidence;\

. :.

".

'n;;tural,hi~tori ?fld, cost of ,resliitant disability.
. '~,

'Second!' the t~pes ~r

..

, ,

";·IV.1U~lblt' thcrJPy' and sources' of C~Ye.Will ~c discw;;sed and fina'lly tile,. , ,'. .
"

.I'lll hor ~ i l"J pn)v.id~· jtl:j l UiCdt'iun J~)['" conducling Lids n'sl';)[(·h. :Illd dt'StT il,ll;
"

h,rlbfly the design- and his 'unit]l1l' coptrqJutibns. "
",

.
"

, ,

'I. ,

'.

II

"

:'..

,'.

, .'

.,.,
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2

c
1.1 Rhe~atoid A~th'ritis\ Brief· Description and.

Disease Manifestations
. ,

",,- ~..

Rheumatoid arthritis (RA) i? a 'chronic i11ireS~ unknown etiology,

in which non-suppurative in.flallJ1lation of .synovial jo'in:,ts \~equentlY , .
. '

comb:ined with -a variet'yOf extra....articular maqifestatiol1? The discase

'pl"Ocess within the joints .begins a:; an ~no.atmnation of t1~e ~yno~~lm\, in
.

IlIliSt ca.sl?s· ll'dlHng to an incrcase in th~'(1J11ount Df s:Y,Jlovi<t1 fluid, dis-

l('nliqn of 'soft tissues at tht.joint !1ite, a, swo]·len'.appe:uancL' and ,Il'llt"

1">a'1n.. This .may be the fit;st clue to' the disease, ,mel' in Illany instance:;,

theSe symptoms' may clear comp,1..etc~y a,r r:em'ain 'co'nfi~ed to a few· jo inl;" .

causing little or no impairment in 'joint function. Commonly, howev~r,.. ".... .. ' . ,

the~e is' a tendency t'oward r~lapse or con~inued ,inh~ation .reading
, '

to·a thickening of the synovium, ma~ked destruction 'of' articular'
~, l '\ • ' • •

wlLh

,. .' .

cart~lage and permanen~ joint disability.

1

i\lthouglr RA is dl~dLy ,Ill .dofflictio·u of joints, .pa~h~ntJ
• • ' .' I

~lwere disea~,t; oJ.Len c.xh ib,~L sympt?ms bf "systemic l1 .'or "/IIa].ll:,'l1ant

rltculn<lto'i.d di~eascl,', Lerills useJ to 9l;~J.gnate tlt,is bro<ld l'J..lnil'ul pid,;rv.. .
4 ~ • ~

I l .is believed th,ut. v<l;;clilar ll"~ioQs play an i'mp~H'ta~t role in Lh~'

'.

..

d~velopment at' j?int,lesi~ns ~d ~ub'7utaneous nodules l' and ,it· has b~clJnw

increasiu&ly apparent that an ~nd~~lying vasculitis is ~esponsibi~.£or
. '..".-... .' '".'. .

- many of tbe'systemic manifestation-s,'of the disease.,' For Gonve~iencc

these fe~~ures ,are divided into [our c~t~g9ries: ~ubcutaneou~ and

· .. ·subper;i.()steal nodules; oFgan'tnvolvcment s~lch as {he he.tl'rt·,md'1.un.gs~

. ,

.\
!






































































































































































































































































































































































































































