Fl LT~ ASSESSMENRQOY RHEUMATO LD

et ‘»{‘i\“t) L e, .
ARTHRITIS Y PUYSTOTHERAPISTS :

N

A RANDOMLZED. CONTROLLED TRIAL .



, THE TOTAL ASSESSMENT OF RHEUMATOID ARTURITIS

BY PHYSIOTHERAPISTS: A RANDOMIZED CONTROLLED TRIAL

- BY

ANTOIRE HELEWA, M.C.P.A. TEACH. CERT,

A Thesis . .
Submitted to the School of Graduate Studies
in Partial Fulfillment of the Requirements
_for the Degree

MASTER OF SCIENCE

(April) 1977

\



Master of Science (1977) McMaster University
(Medical,Sciences) ° Hamilton,- Ont..
TITLE: ' The Total Assessment Qf Rheumatoid Arthritis by

Physiotherapists: :
A Randomized Controlled Trial

¢

"AUTHOR: Antoinec Helewa, P.T._Diploha.(Safafénd, Israel)
I Teach. Cert. (University of Toronto)

2

g

SUPERVISOR: Professor D.L. Sackett

. NUMBER OF PAGES: vi, 211

ii



ABSTRACT . . 7

TABLE OF CONTENTS e

ACKNOWLEDGEMENTS .

SECTION 1 - INTRODUCTION

1.1

1.5

1.6

Rheumatoid Arthritis: Brief Description and Disease

Manifestations -

The Epidemiology of RA:  prevalence, incidence,

disability and cconomic costs

The Management of RA
Sourcges of Care

Special Training ¥or Arthritis Society
Physiotherapists: A Randomized Controlled Trial

> < )

The Author's Unique Contribution

SECTLON 2 - METHODS:  DESIGN

2.1

2.2

(3]
.
ol

2.5
2.6

2.7

Introduction
The "Trial.Site

Referrals to The Arthritis Socicty Physiotherapy
Home Service )

Criteria For Patients. Admitted to the Trial
Ethical Considerdtions
B e

Independent Before-After Measurcment. -

- )
Final Selection, Stratification dnd Randomization

2.8 The Experimental.Manoeuvre

2.9

Compliance

2.10 Sample Size and Rate of Intakes

2

()

13
23

33

.36
39
39

39

41

49

50



Ay

/
'

? . K : Paéc

2.1i’ Criteria For Favourable Results and For the Project . 50
2.12 Financial Considerations T sl
3. METHODS: EXECUTLON - 52
3.1 .Introduction o 52
3.2 Seleq&ion of PTs for Spécial Training 53 .
5.3 The PT Trainiﬁg P;ogram .. o . . 56
3.4 Agplicatién of the Experimental ﬁanoeuvre 58
3.5 . Selectioﬁ and Training of the IAs - ) 62
3.6 Pretesting and Validagion-of.gﬁe Independedt. '- . 64

Asscessment

3.7 'SuparuLion of PTs and lAs ayd Paéibnt Records . . 65
N ) . . <\; ‘
3.8 Geographic Assigmment of

%2

Ts, and Tas , | ' : 67

3.9 * Attrition Amongst PTs dnd [As® : .70

3.10 'Erchst_@xperiencé‘hnd Modifig@tions in Trial Design 71..
3.11 Intake Rates During the Pretest . o
3.12 Cﬁ;nges ih'Sodrce of Intakes anq_Selection Criteria . 75
3.13 Strategies Developeé to Process Intakes - - 77,
3.i4 .Ihe Independent Assessment 1 i ' ; 81 -
3.15 Ciinical Resulté of Pretest ’ . .. o ‘_§2
"T316 D}§yu§s{5n ot .Pretest Results o ./’ . 84
< _ ) s .
3.17  Refinements, in Sample Size o -87
T s -

3.18 Total Intakes,-Allocations Qnd-ﬁxplusion§ 88

- (3



5

#

3.19 Impressions of Trained PTs and Physicians of

4

Experimental Patients .

<

3.20° Effect of Declays on Costs

3,2i Conclusion and Summary

Al

REFERENCES -

91

93

96



A 99

1. .’Variable Clinical Course of RA_

.

2.

10,

12.

L3,

14,

- 15.

16.

17.

" 18.

LIST OF TABLES .

Percentage of Men and Women With Specified Findings

and Relative Prevalence by Scx: United States 1960-62

"The Prevalence Rates.of RA
Natural History of RA (1930-1954)

The Cost of Arthritis To The United States beonomy

(1966)

_Rheumatoid Discase Assessment

Ten Day Variability Study of 500 RA Patients

. Expectable Results with Drug Therapy for Rheumatoid
* Inflammat ion ‘

A Comprchensive Pyramidal Plan For RA Management

Nine Year Follow-up of 307 Hospitalizgd Patients
with RA - #dinburgh '

Sources of Care for RA Patients in Southern Ontario

RDU - Sélcctcd Statistics for the 12 months~cndod_
June 30, 1975 ’ ’

" Bhecumatological Education ‘of Undergraduates In

Canada 1975
échcdule of Time and Lvents on Submission

Schedule of Time and Events on Execu;ion

Summary of Clinical and Lab Findings in Polyarthritis

Summary of’-Intake Procedures During Pretest
Measures of Treatment LEffects
Summary of Intake Procedurcs

Effect of Delays on Costs of Rescarch .

Pago

6

18

20

55
59

83

86

y



The Rheumatic Disease Unit Concept

LIST OF FIGURES
t <
The clinical course of RA in thre¢e hypothetical cases

4

@

Schématic Presentation of Trial-Design as Originally
Envisaged - ) ..

Geographic Aésignment of Traditional PTs

Ceorgraphic Assignment of Trained PTs, 1As and Trial
Site - -

Schematic Presentation of Trial Design as Originally
Envisaged - - '

Schematic Presentation of Trial Design Employed in, the

Experimental Period

68

69

~e s



I

111

v

v

Vi

Vil

Vill

‘X1
X11

X111

XIv

LIST OF APPENDICES

<ARA Functional Class

Physician Consent Form
Patient Consent Form
Selection Criteria For Indcpendent Assessors

Independent Measurement for Rheumatoid Arthritis
Subjects - Initial Questionnaire

Independent Measurement for Rheumatoid Arthritis
Subjects =~ Final Questionnaire

Sixteen Personality Factors Questionnaire

Summary of Data for Initial and Final Selection

" Physician Response Form

Independent Before-After Measurement For Subjedts
With Rhcumatoid Arthritis - Instruction Manual

Instructions To Physicians Regarding Patient Intakes
Instructions Jfor Patient Selection and Randomization

Procedures for Final Paticént Selection dnd Data
Verification by Research Assistant,

Calculation of the Pooled Index

P

99
100
101
1(5{ ?

103
145

186
187

188

189

201

209



ABSTRACT

Are the outcomes of rheumatoid arthritis patients improved when

their family physicians are provided with information gathered by speo-

v
.

ially trained physiotherapists? \\\\\/\y/;

’

Two physiotherapists were sclected and trained in detailed

objective techniques of evaluation and problem identification, leading
L]

to a clear and succinct report designed to assist the famidy physician
in Lreatment decisions.  From' June 1974 to January 1977, avrandomiced
controlled trial was couducted to assess the eftfect of these reports’

on the outcomes of women with rheumatoid arthritis treated in the

¢

conmunity by their family physi6ians.

. On admission to the trial, patients were randonly allocated to

two groups: one experimental group which was assessed according to

modern quantitative techniques of evaluatidp and, following communicalion

. 9

of results ta family physicians, were ftreat at home by the trained
physiotherapists; and a control group which was assessed according to

traditional techniques of evaluation and, following communication of
£ ) '
results to family physicians were treated at home by traditionati

physiotherapists. All subjects wWere interviewed inL[lully, at lour,

and at 12 months by independent asscessors who usoJ/# standardized |
7
7

a
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prestructured questionnaire designed to measure the level ¢f joint
7 .

.
’

inflammation, functional capacity, compliance and mood.
#
In association with this trial, a pooled index was developed

tonvetrting five separate outcome measures into a single prespecified
i [
variable, Lo measure treatment ditterences.

[

The author's unique contribution to this trial related to:

.

development , tormulatien and exccution of the experimental design,
» . ' :

and more specifically, the use of independent assessors in rheuma-
4

tology, allocatién strategies, processing of intakes, supervision
and control of data gathering procedures and tbe introduction of
moaifications in the-Resign'following the pretest and during the
eaperimental period that made this trial feasible,

This 1s a "compound"»thusfé, focussing on the present statd
ot,knowludgevand rationale for the :cicarch, the priginﬁl design and
modifigations introduced following the pretest and during the experd-
montai period. ’The ratibnale and effects of these modifications will

be discussed in detail.
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L - INTRODUCTION = . s
R .
- Preceeding the-désign\and exccution of experimental trials,

investigators must explore to -What extent a basic research question

is llkely to shed a new llght on, a problem and, EhsrefOre, contribute
v . '

9 to the present-state of knowledge\\ ’

¥
.

The outcome of patieﬁts with rheﬁmatoiﬂfanﬁhritis (RA) re~-. -

o% 1ng primary carc is’a basic hcath and SOCletdl lssue and ‘to date,
4 .

8
ey
»
1

t has rcchved Nory_little attention f[rom investigators in the ficld. s

e~

" -This will be revealed by a total absence of documentation in the current

. Nterature and any #formation that is available tends to be ahecdotol.
Tb Justlfy the relevancc of thls research, the author will QXpGund‘

SN :
.

B el

1n this section on the magnltude of the challenge fac1ng SOClety 1n dealing,

WLph RA, by first describing the disease, its prevalence,‘lncidencc,

natural.history and cost of resultant disability. Second, the types of

fuysilqblc therapy and sources of care-will be discussed and finally tﬁe,

N

duthor will provide justification for counducting this rescarch and deseribe

P
.
..

bricfly th¢ desigm and his ‘uniguce contributions. .

e
.

,
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1.1 Rheumatoid Arthritis: Brief-Description and
Disecase Manifestations

.vaverc dleoasc often ethbiL sympLDmG of ' systcmiu ‘or mallgnant

-

in whlch non-suppurative ipflammation of synov1a1 joints s\~/equently

Lomblned w1th a varlety .6f extra-articular manlfestatlons. The discase

process within the joints.begins as an inflammation of the synovium, in

[ -

most cases lcading to an increase in the amount of synovial [luid, dis-
) R . . .

tention of ‘soft tissues at thé joinit site a swollen.appearance and acute

pain, This may be the figst clue to the disease, and' in many instances,

.

these symptoms may clear completely or remain confined to a few-joinLé'

. Causing little or no impairment in ‘joint function. Commoﬁly, however,

Ve . . .

there is a tendency toward relapse or continued 1nf1ammat10n leadlng

to‘a thickening 6f the syqovium, marked destruction of articular’

. ' [

Y.

cartilage and permanenc Jjoint disaﬁility.

f . N . , , ' . . , “
S Athough RA is chle[ly an affllctlon o[ JOthb, patlentl w1Lh
. !

. rheumaioid diseasc" lerms used to dLSLgnate this broad (JinLcal plgtu1c

It is belleved that vaschlar Leslons play an meoxtAnL role id Lho
develgpment of jeint.lésions'end éubeutaneoes epdulesr and it "has bgcemc
increasinély apparent Ehat an enderlying veeeulit}S is :eeéoﬁsibie-for
many of.ﬁhe‘syetemic manifestafieeeﬁbf the eisease.\'Fet ebnvepience
these fee;ures-are.diviQed into four categories: ;ubeutaneoes AAd

. . . =

. " subperiosteal nodules; organ involvcment such as the heart and Lungss

Rﬁeumatoid arthritis (RA) ig a ¢hronic illﬁess\Qfgunknown etlology,



phenomenon and chronic leg ulcers. - B

3%

systemic complications such as anemia and ostcoporosis; and features’

associated with vasculitis such as digital arteritis, Raynaud's

.

The variable clinical course of RA«summdgized in Table 1! ‘ ' i

.wiich, if sustained or ¢ontinuing to progress, may result in serious

consequences to the individual. _ ' . A '
“ln terms of remissions and exacérbations ‘the clinical course

of-RA-has been shown to follow three éyclic patterns2 (Fig. 1), with

057 progressing to Ame%icqﬁ Rhetmatism Association (ARA) stagds of* Ve \
discase 11 (moderate), *J[ (severe) or 1V (terminal), so that ‘the. . , -
\ O R , . . s
. . . . . ) / .
likelihood of a complete remission of any duration is extremely o
slight after three yedrstpfisgstaiﬂed disease. . ST . .
. ‘ . : ‘- . ‘ ~ . i
STAGE T . STAGE II STAGE LIT ' STAGr IV.
Monacyelic | - | Titie =mmwm—efmmd © o B
SV A ' t A '
B Normal i 1 . - ) . ' 3
é. l’o..l'ycykcl-ic . Time B et o /"\/ o
i . o . v o~ . . R
n - - Normal : \g, . M_/’/\’ S o e
‘ '?rogress}ve'n : . "k Time —;4—74-::::—;;,1”qk - o 23
S RS2 ‘ ' /f\ff’f(’\’ff~ " L ) . . LN
'Normal'«/[/n o L ) ‘ o
’ Fig. 1 - The clinical'00urse2qf RA in three . ' K -
A oo .hypothetieal cases. ~ - .
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TABLE 1

. 1
Variable Clinical Course of RA

-

“INCITING EVENT(S)

o

éyﬁovitis'witﬁ Ef fusion; Cartilage Matrix-
Depletlon, Periarticular Soft Tissue and

ngamentous Changes ©
/ 3 * .

.

S U

N

~Joint Dlsease

v

. Synovial Proliferatmon Cattilage and Bone
Destructieon; Tendon Rupture o

.

S ( Joint Deformity; Progressive Secondary
‘ Degenerative Cldnges "

Remission (ﬁ———— bustglned or Recurrent ——-_—)Fxcra—Artlgular
" Manifestations)




. ARA criteria for "definite"“or."classiCal” RA aﬁd'ﬂprobablp

Hu-(ounu-of UH‘d|m~ww nltmy anlguLn pulum is unpredro-
. ) .U’»
ablc, howcvcr, Lontinuous joint’ bymptoms beior; the age of 30 d(tomplnlkd

by eera-érticulur fcatutes such as nodules and vasculitis, and a bigh

rheumatoid factor titre, often lead to a pOOT prognosis.

.
D

. .

1.2  The Epidémiology of RA . .

\" '

The_cﬁéllenge‘facing society .in dealing with RA can be explained *

{rom the perspective of its prevalance, incidence and the effect of o
long-térm ‘disability and its economic cost.

.

'ProvaLencc'—-The»Nationdl Centre for Health Statistics ‘in the
/ * ‘ ! .

R

‘United.States'(U.S.) has collected amd.processed data relating to RA, -

through tiie National Health Lntérview and Examinafion Surveys (N.ML1.1.5.)

o the civilian non-institutional, population. The information pathered .« s
was based ‘upon a medical history, physical eiamination of .the joints,
.bentonite- floculation test (for rheumatoid facto}) and roencogdnogfhms

. 4, 6 .
of the hanhds and feet.u The findlngs of that survey. (Table 2)7 were

N .

) 8.
.applied to the ARA crlterla for a dlagnosls of RA, dgmonétraping a S

* ~

prevalence rate of 3.2% of the populatlon examlned of thésg,“BO% met .

" for the-

remainder.  The prevalence rates Tor women were: 4,04 and Tor men 1. 77,

a ratio of nearly three to one, with rates for both sexes incrcasing s

with age. While these [indings must be accepted within -the limits of “

3



. TABLE 2
Percentage of Men and Women With
Specified Findings and Relative 7
Prevalence by Sex: United Statds 1960-62
'3
Women
. . Men- .
. . ' Men Women - Relative -
Findings : % %. * Prevalence
Symmetrical joint, \ .
swelling. . 0.9 . 31 ) 3.3
- Tenderness _ ' 9:4 . 17.5 - -7 1.9
a . .
Pain on motion 1.9 T 304 1.8
Swelling one . . - .
_joint . o ©1.7 1.8 1.1
-Positive Bengoniﬁe ; . B ’ .
fluctuation test 3.4 3.5 . 1.0
Swelling,'two‘jdints ) . 1.0 0.6 0.7
Morning,stiﬁfness' L 22,1 . 32,2 1S
,quiLive,x;ray, . ' - e -, 1.0 ‘, 0.6 , 0.7

s



<r
.

a). ‘No difference i RA prevalance amongst whiite and ncgro'ndullﬁ ol

survey design, prevalence rates gathered during the past 20 years from
. 5 . .

many different parts of the world (Table 3)  demonstrate no consistent

geographic, climatic or cultural trends; the similaritia§ were far mort

N 9 . t
striking than the disparities.” The most consistent findings are that

prevalence increases with age up to the"60's and that women are

generally afflicted ‘two to tﬁree times more f;equéﬁély than men.

“« i

. The rates for Canada arc belicved to be comparable.  With an

: , . R P
adult population 15 years and over of approximately 15 million, and

' assumin a’ 1% prevalcnco_ratc.for "definite" RA; 150,000 adult

Canapigns arc oxpected .to suffer from.this disease at any point in .timc.

[ RIS

Of special’ 1nterest to health planners and economists is RA'

high prevalence amongst the hlghly productlve mlddle—age groups and its

‘relatlonshlp to a number of other socio—econom1c factors.. WOlfe s °

5 .
report on the u. S., N H I E S findings pertaining-p0~RA reveal the

.
°

following: o . : ) - ' .

.« ,
. N ‘ .

.either sex, . - .

.

. DL
. . N

b) RA is more prevalent than expected in adults of cither sex with

" less than five years of ‘education. I males the rate. decreases

with increasing years .of education. This is less evident in females,
) _ o Co i .



FABLE 3

Jamaica --- Lawrence

B

35-64

‘. ' erm.me<ﬁHm:om wmnmm.om w>%. . - -
L . o - . . ﬂ CRA . w. :
Place - o . ) ] . . Per Cent Prevalence Rate “"Defihite"
H:<mwnwmmnon Year Age .zxsvmn m Examined zwwm‘. g mmwwwm ) Hommw .
National Health Examination | 1960-62. | 18-79 N,wpq _ mw - | -~ , 0.96.
_Pittsburgh - Cobb "1953-54 | 15+ ¥ 60 0.4 1.0 0.7
Wensleydale - rwsmmsnm. . 1961. | 15+ .HH.ONM 87 0.4 L4 1.1
-Leigh - ﬁwsﬂm:om. . . M «m@w 15+ . .Mwmmw 86 - - -
WWm Zmn:mnwmram - de Graff mebwwm HWlmb. wa.mbm. - 0.4% 1.0%- -
Tecumseh - Mikkelsen . .»@uwuwo.. o 8,000 90 m“wé ] 0.57 0.39
Blackfeet Indians - wcnwﬁ 1963° wo+ﬂ A.vamH 86. . Meb% 1.3- H.N
Pima Indians - Burch 1963 | 30+ 1,126 86 .y 0.6 2.5 T
Haida Indians - Gofton - 1964 15+ . 492 88.6- 1 0.42 - 1.0 0.69,
| Guaynabo - mmwamnnwnwwm 1961-63 18+ 3,885 25.5 0.16 .Mo.bo 0.33
| itiroshima-Nagasaki - Wood Hpmma. 15+ .Hm,uwo 87.7 0.19 0.45 0.35
‘oomman.HWHmsam ~ Va wmnvcnm 1964, 15+ _prbo.. 95.2 0,6 3.5 2.1%
Sofia, Bulgaria - w\ :owm< 1966 15+ bqum W\ 100 . 0.24 : H.NH. 0.86 .
ica o . 1966 600 | 89 1.90 2.24 " 2.08

* bmmwnﬂnm”wda Probable




“.

.
.

from expected rates. Amongsﬁ maleg:, however, where fémily income
" LE weuld

c) Lobserved.rates lor temales by family inceme levels do not difller

-

is less than $2,000/year the rate is twice than expected.
. . A
RA is. a

seem, thereforé, that the relationship of income to

reflection of the effect of disease on the income potential of the
patient, rather tham a clue to etiology, -

FY
d) women who have never married and widowed men have less RA than

expected,

’

e) -the rates for women with four. or more children do not -differ from

rates in women with one to three cliildren.

¢

Incidence - data on incidence-are very ‘scarce,. as this will
depend on the ability of diagﬁostic criteria to identify correctly

new cases within a specific.time interval. Since RA is characterized®

by remissions and-exaterbations the task becomes even fore diffitult.
10

A study of an urban population of 25,000 in Rotterdam,” where all
patients were seen at least once a yecar ,at the Rheumatism Centre for
clinical,; radiological and scrological examination, revealed an ,
. . . . r,,'../—‘—'"“‘.ﬁ.‘

annual incldence rate of 0.86%,

In another study in Sudbury;, Massachusetts,ll which dealt with
'éelecting and re~examining an age-stratified éampIE‘of the population,
A \\\\.r :




10

revealed an annual incldence rate of 0.29%. The difference n thaene
findings werce duc to the methods used to determine an RA diagnosis.

In Rotterdam the ARA criteria were used;vin Sudbury, ARA criteria

yiclded a disproportionately high incidence rate,-this was modificd
so that a diaghosis was based on the physician's clinical impression

and the agreed upbn rate was estimated at 0.29%. {

Disabilitz - thexé are no accurate figures regarding the rate

of qisability resulting from RA, .or its economic costs. A-number of

longitudinal studies and joint ‘prevalence surveys provide some infor-

mation on the subject.

In a group of 239 patients followed over-a 25 year period
12 .o . . g : .
(Table 4)  in various arthritis clinies, 49% were in the "improved"

- or' "stationery" categories after 10 years of treatment by simple

medical aﬁd orthopaedic measures. Thereafter, more patients begin

-~

‘to appear .in the "worst" category.

As joint function depefids on the integrity of its articular

‘ Eartilage, damage of this structure will inevitably result in dis—

ability. A measurc of progression of articular damage is.the

~
.

appearance of new or enlarged crosions on serial roentgenograms.of

413

v

the joints. Based on the cause of RA in 15 casey, il-was shown

.
.

»

k)



TABLE 4

'Clin%cal Status (%)

- Remission

Statibnqry

: ~ 12
Natural History of RA (1930-1954) ~ -

1937

239

17

37

=27

19

11

22

63



¢
,

that articular damage is directly proportional to the duration and in-

3

: * 14
tensity of the active discase. LIn another study of 57 RA patients

observed over a period ranging from 11 te 40 months, 20 of 45 cases

] .

with ARA stage LTI (severe) and IV (terminal) diéease, developed

moderate to gevere progressions in erosions, in spite of comprehensive

’

managemént. Others have noted new -or énlarged erosions in the hands,

15 - ’ " 16 .
~whether or not Gold, low dosé corticosteriods or censervative

17 . . .

therapy was used. ' . -

Based on this evidence,, we may presume that the rate of-

d;sabiliCy in thosce affected tends to be high, dnd that it is
directly proportional to discase duration and severity.

Economic costs - information regarding the social and cconomic

' costs directly attributable to RA is scarce. These may only be de-

termined by the high rate of disabilicy in ;hpse‘affecmed‘thaﬁ by

“

' numbers .alone. According to a 1962. bulletin released by~ﬁhq U.S.,

Depaftment of ﬂealth.Edudation:and Welfare, nearly bné—haif the pacignté‘

) 3

in the 50 to 60 years.o6f age group, and qne-fhigd.of‘those‘beCWeéh 25
: . 18 : : S .
- and 50 are disabled. * The economic toll is further aggrevated by a "

subétantia}ﬂprevalcnge of RA in the young and middle-=aged, when *

Q

productive capacity and. carning potential would noriglly be at their

. . - .
! . W '

greatest. -

3



: o A g ‘ , >
= . o _ . . 2 ‘ N . . 13
T ) ©_ The costs of arthritis as a whole to the U.S! economy.has been
T 7 . ' : L .
. , . N A . : . W e1qs
< calculated in some detail, 9 and was estimated at over $3.5 billion/year

‘in i966-(TabIe:5). The di;ect medical costs:of -$1 billion in Tébie\f

do not include: costs of'brescriptiqp drugs, certain gervices in

Lo physicians offices, physical therapy costs and private insurance
- A v . . . '\ . _‘ . v t, )
,benefits{ Nonethéless' these amounts are staggering. - - . v
4 N '

. . PR * I
- o . o

By thrapolathp, che potontlal earnlngs "lost to the Canadlan

v . .

Ve oaonomy from arthrltls in’ 1966 wauld amount “to $237 mllllon. With an

.

- K L annual 1nflationary rate of 10%, 1n Loday s dollars (1977) thlS amount

1

“ . wohld be’ §474 million. .To what extent disebiliQy resulting from_RA .-
D i?' T contrlbutes t; these costs is not known. However -ihVQiew of its high
fi&f:“:‘ prevalence .and thc hlgh proportion of patlents with a disablllty,‘
.lez \:’;‘ :woulo be safe to assume that Rh is respon31b1e for a major share of ‘

. )
#

Y .

SR these costs.

>

- e
.
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 his famlly, but to’ dn egual degree the burden is shared by the provxders

' v - Y . -
v - =,

e .of care. Accordlng to Engleman.,.”Ch01ce of treatment for rheumat01d

\.

,arbhrltls iS'a partlcular challenge to the physic1an. The unknOWn

)
.

. etlolggy of the diseaseﬁand the multlplicity of its manlfestatlons,

R [ .'.

.

,fv‘ .*. have’ glven rlse to modes of therapy as numerous‘ghd d1Verse as the
,{.’ :.” . :'/ ) . A .. " :'. .. . : ‘ . ‘“" L ‘,' -{:;'-_. . . ‘ B o
’ - ". ) ~‘ R ‘4' ’ 4
. T - .o ‘ :

'The chailenye.OL'RA iéAnot'ohly cbdfined to the individual and-"'

LY
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CTABLEE 5 -0
.The Cost of 'Arthritis To
The "United States Economy (1966)
"LOST WORK PRODUCTIVITY:: " MILLIONS ' E
For.tﬁése unable to work S $1,500,
PN Lost time from work 200
. . - Lost ﬁomemakéq"s services , 600
Earnings lost by preﬁaturc death 49 - y
< "7 SUBFOTAL:. POTENTIAL EARNINGS : "
., . " _Lost To THE ECONOMt N 2,369
. ' OTHER: S
U '+ Direct medical costs (at least)* 1,000
‘Quackery, . . . ¢ -, 250 .
_'Exigping programs, for arthritis** - - 26 o .i
.//// T(.)’I‘AI: T .$3,645 )
‘. . : '. 5 Lo ) . '
’ '; * Excludes costs of drugs deVlceS, phys1otherapy, certaln
A y services in physicians' - offices) care in private homes :
. T, and~pr1vatc Insuranceé beneflts. - -
Y ' Do

**COSE of Publi¢” HLalth Programs, Veteran 8 Administration,

»

_'- . . The Arthritis’ boundation vocational rehabilitation and -
state grants. : .
- . o 14
~I R ‘- . , [



_beﬁefits that offer a more favourable prognosis for-patients with sgvere

15

concepts'of its pathogenesis. The disease is characterized by spon-

.taneous remissions and exacerbations, making evaluation of treatment

extremely difficult. So called specific agents may be effective in
reducing the symptoms and signs-of RA, sometimes to a drama;ip and
deceiving degree. Unfdrtunately; the .risks are of;en great ana the
oventual course of the disease progably unaltered by their use. All
cvidencé to date indicates that coﬁscrvative management offers a N
long~-term érognosié at‘least no'woréu, than that of more spccgdcular.

20 . .

neasures $"

-

This assessment made over, 10 years ago is still true today. :

Controlled. trial of therapy’for .RA have failed fo demonstrate¢ long-range

. ~ .
. 15, 16, 17 R . o )
disease.’ . . . .
The primary objective of RA therapy is the control of inflam-
mation as it aflfects synovial joints and other_prgbnsl The therapy ‘of- . ‘

choice for any patient will depend on the natural history of his discasc

‘in terms of duration and severity; the number of actively inflamed joints

and the presence of extra-articular ménifgsta;ions at a point in time.
. ’ : i . ‘
These considerations have led to the development of problem oriented

-

management plans, that.focus on quantitative measures of joint

-

)

inflammation, destruction and dysfunction, wﬁichhpefmit subsequent
A B =
therapeutic decisions to be made on the basis of a sound quaptitative

1
’ * .,
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21 . .
evaluation of progress. These schemes depicted in Table 6 were developed

from four separate measures of discase activity proposed by the Co-operating
Clinics Committee.of the American Rheumatism Association following their °
‘ . 22

sevén day variability study of 500 RA patients with unchanged therapy.

The findings were divided into 10 grades of relative severity (see Table 7).
. . ‘\K » ’ -
While variation of any one measure into adjacent grades was common {about

30%)’ohange of moré than two grades or more occurred uncommonly'(about S5

o

of cases). " Thus, if -major changes were observed, these likely reflect

rcal changesin the patient's condition and not chance variation.
2 .
) :

In scores of clinical trials the most sensitive measures of the

K

ceffect of anti-inflammatory drugs have beeh the number of tender joints,

' . : : R 23 .
grip strength and duratiop of morning stiffness. - The erythrocyte.

scdimentation rate (ESR), in itself a more objective measure,.often has

. D, 21
proved disappointingly insensitive to drug effects in_ol@er patients:
" Grip strength is one of the most repéatable and sensitive measures, but

r, .21 Ce .
-may be affected markedly by age and ¢stablished. deformities. ,

o .
As a result the relative severgty indicated by-any one of the

’ - : '23
above four measures rarely agreed exactly witih the other thirce. . The

. ] K . .
search to reduce multiple mca§3193~to a single number, lcd us to develop

. \ S . e ..
a "pooled index",24 resulting yn major gains in’ sensitivity and reli-
. a -

ability as shown-by data'anai}sis of 33 hospitalized RA patients, each

evaluated an admission and 10 days later by four groups of observers.

[N
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TABLE 6

UNLVERSITY OF TORONTO RHEUMATIC DISEASE UNIT.

RHEUMATOID DISEASE ASSESSMENT  Date

>

Mr..
Patient's Name Mrs. Age
: - Miss
Address __Tel: _
Rheumatic Diagnosis _Duration

3

. . —
INFLAMMATORY ACTIVITY"

o

Duration of morning stiffness, .heurs

~

Grip strength, mm. of-Hg. Right

“ ‘ Left
Number of active joints
Sedimentation rate

°

LIMITATION OF RANGE

Mark *if more than 207 loss of
flexton, extension, or total
movement. ~Note range.

17

/20

ACLLVE JOINTS

(Mark if effusions,
tenderness)

/20

DESTRUCTLON AND DEFORMITY

Mark lax collaterals, subluxation,
malalignment, metatarsal prolapse,

hammer toes, bone-on-bone crepitus

(excluding osteoarthritis).




Ten Day V
of 500

TABLE 7

1

#
1riability Sﬁgdy

-

RA Patients

Percentile Grade Limits
10 20 30°. 40 50 6070 80 90
Morning stiffness ) o : . , :
(minutes) 5 30 60 75 90 . 120 160 ™ 2}0 300
’ _ Males
"Grip strength . ad
(mm mercury) 250 19Q 160 140 125, 105 90 75 55
Females
‘ A
N 190 150 . 130 110, 100 85 75 60 50
Number of éctive
joints b -0 9 12 . 15. 20 25 30 36
Sedimentatdien rate ' .
(Westergren mm/hr) 10 20 28 35 40 50 60 70 90

18-
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While the major application of the "pooled index" will be in the
. . ; ; 5 ,

' . '
evaluation of experimental manceuvres, it lends itself well to clinical

evaluations of individual patients, so that each plan of management
becomes a miniature therapeutic trial.

" 0f all the therapies, available, .the most important is control
of* joint inflammation through judicious drug management. Smythe's
quote in this:-regard‘is very apt: '"When the fire is raging, the most

125

urgent task'is to bring it under contrel, The protocol for drug

management he describes in Table 8, was applied ‘to patients in the

validation study, and‘its'efficacy was strikingly démonstratgd under
: 24

the ideal -‘conditions of a Rheumatic Disease Unit (RDU) .

Complimenting this protocoL, other therapies provide a wider

dimension of carc, based on a model comprehensive pyramidal plane

.

. of managément (Table 9).7 llow comprchensive management can lavourably

affect the functional outcome of patients with RA 'was aplly demonstratad
26

in .3 series of loﬂgitudinal studies in Edinburgh.’ = O0f 307 hospitalized
pgtients who were followed over a peyiqd of "two years; improvement was
most noticable on Aischarge ﬁrom ﬁospital,.waé somehow maintaiﬁed at

two ‘years and due to unrelentigé disease,.declined at nine ye;rs from

L3

levels pré&ious;y achieved (Table 10). '



.(mxwmonmdpm kKesults with Drug Therapy for Rheumatoid Inflammation

TABLE o

.

25

<

‘% Responding

Problem . Treatment “_ooasm:mm

First . . + Enteric-coated aspirin to About 30% . . . | Typical dose 50-60 grains/day; scale ini-
presentation, " serum level of 20 mg¥% tial dose according to size and ‘age,
active -y, . starting slightly low

polyarthritis ’

-Complaints, * - . Re-education to maintain { About 20% Patients often prejudiced against or fear-
uncontrolled .. anti-inflammatory levels H ful -of aspirin, or equate analgesia with
disease, side v of aspirin continuously ! - - anti-inflammation; keeping diary improves
effects, or C . . ‘compliance, patients should Be told -
secondary f . , salicylate levels

relapse .

.
‘

Polyarthritis,
uncontrolled or
relapsed

1. Hospitalize (see
comments)

2. Initiate disease-

) suppressive therapy
(gold or chloroquine)

1.

2.

Improvement, 75% in 10
days; adequate control,
50% in 10 days ’
Improvement, ‘50% in 3,
months; adequate. control,
35%

1. Hospitalization faster, probably cest-

. effective; identifies non-responders

‘early for advanced therapy

One or two
stubborn joints

1. Local steroid
. 2. Radiation synovectomy

or surgery (see .
comments)

.50%

- 70% . :

2. Radiation best when no instability,
malalignment, or bone-~bone crepita- -
+tion; surgeon can correct mechanics

as well as remove synovium

Erosive resistant
disease

Advanced disease-- °
suppressive therapy
(see comments) ’

Adequate control in 50%

Gold or chloroquine, if not previously
tried; azathioprine, penicillamine, or
other cytotoxic agent for non-responders

Failing function

Systemic steroids

Adequate function in about

50%

Indicated for no more than about 10% but

ptescribed’ for up to about 50% of patients

with RA .




A Comprehensive Pyramidal Plan For RA Management

TABLE 9

3

2

EXPERIMENTAL THERAPY

Drugs, Procedures, Surgery

RECONSTRUCTIVE SURGERY

REHABILITATION CENTRE

-

ORAL PREVENTIVE , .
. STEROIDS SURGERY GOLD HOSPITALIZATION -
ANTI-INFLAM~- | ORTHOPAEDIC ', ANALGESICS i
MATORY DRUGS INTRA- INTENSIVE DEVICES ! Propoxyphene M
- Phenylbutazone ARTICULAR - PHYSICAL AND Splints- “ Tranquilizer .M
"-|- Indomethacin STEROIDS ! OCCUPATIONAL Bars i relaxants |
. Antimalarials | THERAPY . Cane | Chlordiazepoxide |
1 BASIC PROGRAM | i
EDUCATION . REST Yo e
Patient HEAT ' THERAPEUTIC Emotional . SALICYLATES
Family EXERCISE Joint TO TOLERANCE |
Society Systemic

21



TABLE 10

Nine Year Follow-up of 307

Hospitalized Patients with RA - Edinburgh”

.

. On On
Category Admission * Discharge
‘Séverely handicapped 200(65)* 77(25)
Fit for light work 107(35) 196 (64)
Normal activities .0 (0) - 34{11)
(%)*
22

9.

At
2 Yrs.
86(28)

135(44)

86(28)

At
9 Yrs.

120(39)
126(41)

61(20)

~,

———a
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27
-~ A more recent randomized controlled trial of RA patients,’

demonstrétéd that comprehensive management ﬁsing an inter-disciplinary
team approach is superior to standard ménagcmenc in an arthritis clinic.
Changes in five iﬁdices of discase activity over seven to 10 mouth
periods resulted in improvement in both groups, however, the improvement
in the comprehensive manageméﬁt group was superior in all indices though
not gtﬂtihlichly significant, The ddfa suggest a trend in oa favourable,

N

direction tor the comprehensive group when compared over twme, with the

.

controlt group, . :

Although there is no cvidence in the literature that the natural
progression of the discase is'altered by any of the available types ol
therapies, much can be done to control joint. inflammation and thus
improve function in patients exposed to intensive and comprehcénsive

.

managoement ., . . '

Jd0h Sourees ol Care

Iy

>

. Where andthow an RA paticht is best to b¢ treated at Jany point
"in time depends upen his discase severity and- prognosis and the avail-
ability of professional skills and institutional resources within his

community.

.
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Table 11 provides a schematic presentation of the processes of

carce available to the typical patient with RA in Southern Ontario. The
unpredictable nature of RA, ils varying levels ot disability and «on
plexity of management from the perspective of family physicians olten
vongpire 93;1i115t the patient receiving appropriate care even when
specialists and specialized services are }oiaily available. ?dttvrps
and frequencies of referrals from primary to sceeondary-or tertiary
levels have not been inbcgtigated to date. Some paticnts seek
p}imary medical care after the characteristic detormities nave been '
established, others are referred for consu%tétidn to speciaiists tou
late or not at alt, and still others arc Feferrcd to surgeons (rather
than intornists)hwhu iy umb¢15 on f-\'pcnsi\'/o and often 1eitect ive
plvvbntivc aﬁd reconstructive surgery.,  An unknowd number nevey ok
' . r . ' ;
medical care for their RA, falling carly victims to quacks<nd quasi

health cures.  Othiers may vesort to quackery after medical therapy

has failed them.

' 28
According to the New Haven Survey of Joint Diseases and
29 . .
surveys in England and Wales, only 15.3% of arthritis patients aged -

35nto 64, and 22.57% 6f those aged 65 and over, seek medical care for.

their arthritis. A recent study of arthritic and rheumatie complaints

.

. . 30 ) .
in Southerm Ontario, revealed that only 257 of those with complaimis

sought medical cdre.  The higher rates amongst thuse who Lought care

in Southern Ontario is probably duc to universal health insurance.

.
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TABLE 11

SOURCES OF CARE FOR RA PATIENTS IN
SOUTHERN ONTARIO

—— ————

Onset of Polyarthritis

mild mav not seek care

Continuous SVmanms

Primary Care: .
1. Preliminary’ 1nvcsL1gdtlon
2. Primary therapy

3. Follow-up

controlled

» at all

Lncontrolled-Progressive
Polyarthritis -

Secondary Care - Internist or Community
Rheumatologist

1. Further Investigation -~ DX? .

Consultation with Primary Physician

Re: Therapy and Follow-up

o
.

“3. More Aggressive Therapy

4, Allied Health Referral

controlled >

]

Systemic Manifestations-Unrelenting
Destructive Arthritis

lthLdry Care - University Medical Ccntre ~
Rheumatic Disease Unit =
Out-Patient.or In- Patlenc Therapy
advanced thérapy immuno buppre551ves_
reconstructive surgery
rehabilitation therapy
continuous follow-up ‘at home & community |

social rehgbilitation

OUTCOME: ' Poor, Total Disabjlity - Infections

25

o
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.

Amongst -those who do not scek care an unknown number are probably

©.victims of quacks or their cures. According to a U,S5. survey,
archritics in once year spent $250 million on quackery, compared to

19
$117 million on prescribed- -medications (Table 5, page 14). This

probably stems [rom the folksy agtitude of éociety, at large, towards

: 28 .
arthritis, or according to Acheson is probably due to an attitude
Ty . .
of resignation to what patients with progressive joint disease consider-

to be the inevitable; it takes many years for the inevitable Lo happen.

Institutional care tor arthiitics in Canada is avarlable.

BN . ‘

Jithin'thv mainstream of other health services: A sudden onsef

of symptoms oran vxacerbation of discase may rOsu;L in hospildlizu(}uﬁ
or hospitalization may Be prompted by the need for reconstructive suigory
and. finally, institutional chronic care ma& be necessary for those who

can no longer fend for themselves. Therefore, -the institutiomal care

setting may be in anm acute community hospital, a university medical

€

éontrg; or an extended care facility. Before and following hospitalica-

.Lion care is available in the various communities on an out-paticnt

[

. .

basis’, or in thce home through the mobile services of home care programs

and The Arthritis Socicty.

L
..
. .
.
. . ~

In Canada, hospital carc at the tertiary level (university' .
.medical centres$) in a specialized Rheumatid' Disease Unit (RDU) setting
was pioneeréd in the early 1960's with the first such Unit in North

-
>



therapy.
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America opening its doors in 1962. _Today RDUs are affiliated with all-

.Canadian medicalnschool'teaching programs, providing an essential

resource for the training of specialists in the field, and basic under-

grdduéte training for medical and allied heaith students. In addition,

the RDUs act as a focal centre {ii/ﬁiiiiji::ﬁn the field of arthritis,

Fig: 2 provides a schematic ﬁresenﬁation 01 the RDU concept as envisaged
AR 1 S ; : : - ' .

by 'Ogryzlo et al. e effects of the RDU program on.trcatment outcomes

have-never been cvaluated in an experimental trial. Most recently, in

A study of 33.patien£s, evaluated on admission to an RDU and 10 days

later: it was shown that patients achieved approximately'QOZ improvement

. ) . . ‘ 4
in five separate méasures of inflammation compiled into a pooled in_dqx2
(Table 18). " As' a folléw—up to that fegearch, the authors are presently

~es
- »

investigating in’an experimental trial the relative cost efféctiveness

"of in-paticent therapy in an RDU, compared with iutens.dive out-paticnt

Te
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Public Basic

RHEUMATIC
DISEASE
UNIT

Professional EDUCATION

Clinical

RESEARCH K

. Social

Medical st TREATMENT |} —¥ Social
Surgical ‘//////// \\\\\\\‘ ’ Work
) f ‘ A . N .

Patient

Nursinﬁ' Physical )
’ : " Therapy

. / UNLT PROGRAM\
Evaluation” . ' Follow-up

S S SN 1
Fig. 2 The Rheumatic Disease Unit Concept

N Ld
‘

The "RDU program had a.major effect on the hevelopment of *rhcu-

matology manpower and reseurces in Canada. These may be measured in

A .

¢+

terms of:

4) An incrcase in the number of rheumatologists” from fwo,in 1948, to
89 in 1974, L.
b). an increase in RDU beds from 30 in 1962 to 338 in 1975, .~

-

.

¢) a decrease in average patient stay from two months in 1964 to L8
’ 32 .. : - ) . '
days at presert. Table 12 provides a list of RDUs by location,

number of beds and patient productivity.

)
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TABLE 12

RDU - Selected Statistics 8

. 32
for the 12 months ended June 30, 19753

B e dhid

-

o= -

B No. Out- i

| ) . No. No. Patient
Eﬂ&x@ﬁqﬁ&x_ﬂ.ﬂa__¢____*____ __Beds Discharges | _~Yjpity “

« Memorial 17. 169 . 1,065 o
Dalhousie‘ 18 243 2,023 |
McGill | 4 852 5,729 |
" Montreal f 12 376 1,754
Sherbrooke 20 218 5,081
Ottava ' - 18 2,025

- .

Queen's { 16 273 2,859

b . ¢

: Toronto 102 .1,573 6,636
McMaster 45 461 3,972

| Mestern Ontario 18 265 15313
'Maniioba 20 205 3?%69
Saskatoon | 12. - ’ A,SLé
Alberta-: " 20 210 5, 744
Calgary ‘12° 307 1,271
bricish Coluébia 22 , 159" 537

Totals 338 5,329 47,016"
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. .

The constraints on expansion of'health seFvices and the devclopmvnt'
of new programs imposed by federal ;nd provincial governments in Candda
arp.exbected to reduce the rate of growth in RDU programs. 'A£ present.
not more than é% of patients requiring active treatment for RA are

admitted to an RDU in any once ycar, and in view,of these constraints, it
15 unlikely that this proportion would increase appreciably in the nest
. o :

10 years.  Furthermore, a substuntial increase in rheumatology manpowct
15 not likely as most graduate training programs are impousing quotas

on the total number of trainces in the various subspecialities of medicine.
1n Ontario, rheumatology was given second priority behind such sub-

épecialcies as dermatology, respirology and immunology. .With,these

limits on growth, the RDUs can act only as tertiary referral centres

for a small number of patients with complex problems, the majority

receiving’care from other specialists, primary care physicians and’ a
- . ' .

large proportion not receiving care at all.

From the perspective of specialists in the field, the 'low ugape
ratvs for medical services amongsl ‘arthritics probably stems from an

attgtude of pessimism, imparted on.the patients by providers ol primary

care, who are incapable of duplicating results achieved in specialized

.
N

centres such as RDUs. Ogryzlo in an editorial on rheumatology manpower,
expounds furthef on this issde: ™"The great variety and complexity of’
many of. these diSeases make it apparent that no’family practitioner

-

can c¢ver hope to acquiré an adequate working knowledge in rheumatology,

LY
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and at the same time remain proficient 'in all of the other diseases
that afflict mankind. This is even mote true when one considers that
the vast majority of physicians practicing today, received no formal

education or instruction in the rheumatic diseases, during theiy 'under-

upraduate training and little or ne exposure to patients suffering from

y o L g 33
arthritis during their internship in hospitals,”

These views arce further confirmed by a survey of undergraduate
medical ‘training in Canada, bascd on information obtained from-Director.
°

. 32 . . .
ol RbUs (Table 13), where it was shown that not all medical graduates

arc exposed to rheumatology, and when training is provided it does not
cquip the physician with the skills necessary.to provide effective cari. '
It is extremely unlikely that existing training programs and mannowver

resources can provide adequate training for all undergraduates ‘in the

*nest decade.

o The needs of the practising physician are cven more urgent, "

Ianisting consultation services, travelling clinics and refresher

courses ‘cannot hope to fill the educational or service gap. . The time
/ . .

-savailable to the average family physitfﬁn to acquire and keep up—to:

date on modern treatment skills in the rheumatic diseases is probably °

not cost effective as on the average he may be caring for no more than
two or three RA patients at a given time. It is estimated that fewer

33 . L . -
than 5% of those affected arc likely te receive the benefit of a con-



TABLE 13

Rheumétological Education of Undergraduates’

32

In Canada 1975

) (ir_a_dg_a_ting

Didactic Instruction

Clinical Experience

Bedside Demonstration
Clinics~er Equivaleni

Classes Less than |10 to’ | More than| Less than| 5 to More than
(all schools) 10 hrs. 28 hrs. { 20 hrs. 5 hrs. 15 hrs.| 15 hrs.
# 7 7% % A % v
1541 29 51 20 28 29.

43

32°
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M ’r .

sultation to a-rheumatologist in any given year, so that the remainder

«
v

are cared for in the mainstream of medicine

’

; by quacks or do not scok

woare at all. ' L

It is evident from.the foregoing that certain realistic and

achievable alternatives for care are needed to provide expert assistaiu

to physicians and patients at the primary care level.

1.9 Special Traiving For Arthritis Society Physiotherapists: A

Randomi zed Controlted Triat

2

2

Since its dpception in 1948, The Acthrit is Society in Coanad s

- «

vocognized the need to provide home scrvice Tor patients with compl

. . .
rhicumat ic problems. The first such programs began in, the varly 19507,
in both British Columbia and Ontario and’ remain the only scrvices vl

that type provided to-arthritis patients in thesc provinces. -At

present the Society's program in Ontarie consists of home physiotherapy

only, deljvered by.a staff of 27 full-time physiotherapists (PTs) .de- -
{ ) '

ployed in Southern Untario.

N . ~ -

-

C . R} * t . % -
In conslrast to family physicidns physiotherapists are Tul 1=t im
S : :
professionals in the 1icld of wmusculoskeletal discasces.  The Society's

.

therapists working specifically with rheumatological disorders, proQidv
. treatment services and assess chahges in the level of function at the -
physician's request. ‘AL present, they are not asked to probe more deeply

. »

» . .
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unce, could vastly improve their own cffectiveness and wore importantly
. “ 3N . !

in the level of function, and a 'finaacial saving to the community duc to

[N N .

1n the causes of failing funclion, leaving these "diagnostic™.respons-

ibilities to the physiéian.

, “

Standardized and quantitiable techniques tor cvaluating RA bave

) . _ 21, 23, 2%
boeen devéloped and are regulariy in use at RDUs. ’ ’

»

These metheds

. s . . Cop s R R
lend themselves well to communication-with specialists and non=special st .

The succesy achieved in RA treatwent outcomes in an RDU has been attributed

(8

5

to the'use of these techniques. Their direct gftect on outcome at all

three levels of care have never been tested in an experimental trial,

-7
/

ot v

It is p]busibfevthat physiotherapists, specially trdiuced {o thear
. . , A . ' . ‘

.

.
'
. ‘

by specially prepared reports, also increasc 'the effectuiveness' ol primn.

.

care physicians in the contyol of joint inflammation.

- . o . ‘ _—
< . \ . . 4

Such assistance is likely to have effects on the community

parallel to the effects of an’dintensive inter-disciplinary program i

an RDU and will result in a more intensive goal=dirccted treatment

program,’a reduction in inflammatory activity and, theretore, an increas

a decrgase in medical follow-ups, consultaltions and hospitalization,

This potential for patient benefit led too the Vormulation ol 1he

following ‘rescarch question: Arc the outcomes of RA patients umproved

4
4 .

fe

o
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whon, their family physicians are provided wiLhiinformation gathered

by specially trained physiotherapists?

To answer this question, a rapdomized controlled trial design

was selected as the most powerful strategy to determine efficacy. The

prespecified experimental manoeuvre was the modern quantitative techniques
of evaluation of women with RA provided to family physicians by physio-

therapists specially trained in their use. 'The prespecified comparison

manoeuvre was the traditional evaluation of women with RA provided

_1Qmily physicians by physiotherapists without any training in the
. ‘ A

speeialized techniques.  RA women referred to The Arthritis Socicty

Homc'surQicc by their family’physicians, and who met pfegpefificd

sclection criteria‘were randomly allocated to two groups evaluated .and
‘

Lre;ted at home by specially.t;ained or traditionai physiotherapists.

On admission to the trial at four and at'i2 ﬁonths, patients in both

groups were evaluated at home by an independent assessor, a non-medical

person trained to gather.-.information using a structured questionnaire. *

e

This skeleton.design was developed fnto a detailed proposal

.

-

which was submitted te the Ontario lcalth Resources Development Plan, | -

and was subscquently: approved foi funding in the spring of 1973,

To summarize: arthritis is a’'major health problem in the
province, whether measured in terms of time lost from'work,'pause of

v

.
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disability, or resulting human suffering. An cffective arthritis control

program must be based on four foundations:

. \ . o . N
a)  Removal of [inancial barriers,

.

. ®
b) a leadership® organization with a plan;

’

.

¢) special treatment training centres,

d) " community delivery systems.

t -

-

The*Arthritis Control Program in Canada is “among the very best-in

£ o , : ~
the world,>” with respect to the tirst three factors, but major problems
sLill exist in delivering care to patients .in their own community. This

new program is designed to help close, that gap by‘probiding the community
,physician with information and skills not.preéeﬁtly available to him,

1.6 The Author's Unique Contribution ) . ’

n

The author of this thesis was -engaged from the outset .with a

medical colleague and a biostatistician .as co-investigators, and in that

. . ' o«
capacity made a unique contribution to the trial in the following arcas:

. . . ' ‘ . . sl



a)

b)

c)

d)

e)

& - 37

Development of the experimental design in preparation for submission
for funding. Speciffcially, the formulation of research questious,
hypothesis and design; the introduction of the independent assessor
to the field.of rheumatology as a measure of outcome in RA trials,
following approval of the'submission, was engaged in the following

‘activities during the preparatory period: selection and hiring of

independent asscessors and trained physiotherapists; “implement ing
the necessary strategies to prevent contamination ol the experimental
manocuvre; designing all the necessary' forms-and instructions to be

used for and by research subjects,

execution of "the design during the pretest and experimental period.
More specifically: overall supervision of the activities and per-
formance of physiotherapists, independerit assessors and research

assistants; supervision of intakes, allocation strategies and quality

of data provided by the assessors; .based on pretest experience,

~modifying intake stratdgies, cxperimental manocuvre, sample sisc

and outcome Strategics,

‘.

preparation and submission-of annual reports and budgets to the,

agency funding the trial,

-

. x

assisted his.co-investigators in the design, execution and super-

s.
>

AN T et
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vision of a validation study’ that preceeded the experimental trial,

’

which was conducted to determine the effectiveness of the assessment

v

techniques used. in detecting treatment differences.

’
.

This is a "compound" thesis, focussing on the design and’ execution
of a randomized controlled trial. A number of modifications were intrdduced
to the design following the pretest and validation study, and others during

the experimental period. These briefly related to-criteria for selection

and training of physiotherapists and assessors, the cxperimental manocuvre,

proguost ic slra}i[iCJLkon, altocation strategits, slow intdkcs, sample i, ¢
and the prespecified outcome measures., Secétion Il, Methods: design, will
focus on the original design at Lhc_tfme of submission for funding. .
Sc¢ction III, Methods: execution, will focus on tﬁe modifications

. s
iﬂtroducad following submission, and includes justification of these
changes and a‘ﬁiSCUsSion of ‘their effects on trial design.

- . . .

.



2. METHODS: DESIGN )

2.1 Introduction -

.
-

In order to determine if the outcomes of patients witli RA could

be improved by providing the family physician wﬁgp detailed information

on the patients clinical state by specially trained PTs, a randomizud

controlled trial d%sign was chosen. Fig. 3 provides a flow chart of

the experimental aesign as it was envisaged at the' time the protocol

was submitted for funding. The chart describes the source’of intakes,

ctiteria for inclusion, straLificaiion methods for eligible candidates,

.

- patient allocation into groups, baseline determination and blind revicw

of criteria. This'is followed by the application of the caperimental

and control manoeuvres, the provigion of services and fvllow-up care,

and finally, outcome determinations at four months.

The material in this section will describe the design in detail,
claborating on strategies developed for patient selection and allocation,

nocuvre,

the evaluation of outcomes to be developed, the experimental md
- ) g

—— )

cthical consideration and the eritéeria for favourable results.

" 2.2 The Trial Site

The region of Metropolitan Toronto, Ontario was selected as the-

39 T
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FIG. 3 . SCHEMATIC .PRESENTATION OF+TRIAL DESIGN
v . -+ -AS ORIGINALLY ENVISAGED

e

(Patients referred by Primary Care Physicians with a
presumed diagnosis of RA to The Arthritis Society
Q&Lthsiobherapy Home Service ih the Toronfo Region.

. . t

-

Referring Physicians & Patients interviewed for

inclusion criteria: 1. Women - ages 18-65, 2. Resi-
dents ‘of Metro Toronto, 3. Not seen by rheumatologist . <
4. Moderate disability, 5. Consent to participate

o

ineligible Receive tare but
—p excluded from trial

e

Eligible

lHome interview, exam, lab, x-rays, for initial
baseline determinations by IA '

13

Blind review of criteria by investigators

ineligible Receive care but
3 excluded from trial

. Eligible

Stratified for - 1. Age (3 broad groups)
' 2. Severity (2 levels)

¥ & . T A
(__Experimefital DI - (____Control DE :

l.. Trained PT  ~ ¢ 2. Traditional PT
Special Assessment Traditional Assessment -

.2, Communication of results to MD

. + 3. Execution of Physio agreed upon with MD
4. Follow-up T

. Home interview, exam, lab for outcome. : : e
‘ determitations by IA at four months

- A , » . -

-

- 40 T ._ | . .



well to the day-to-day co~ér§iﬁation of the trial.

T, all of whom provided home' services for patients in the region,z The

" two seﬁafate offices and large'étaff of Pis make it possible to select

. ’

trial site, as the resources of' the University of Toronto and The

_Arthritis Socicty needed to conduct the reseqrhh arc readily availabloe,

¢

and due Lo the regions' population density. The University maintains

the langeéggand best equipped RDU in Canada and a profeesional staff,

with experience in research and medical education. The Arthritis
Society in ‘Canada maintains its national headquarters in Toronto from

where the clinical, administrative and professional resources, of the

-

regfon are co-ordinated. In vicw of that this centre lended itself

.
.

- -

In addition, the Society maintéins'§ smaller but geographically

‘scparate office [or its five staff-physjotherapists including a Senior

. v

fandomlf experimental and control PTs, and thereafter separate them
by office lecation to avbid'contaminatioh of the experimental manoeﬁvre.
-
F1naLLy, the larger population in the area was to. yleld a larger proportlon

of subjects sultable for research than smaller centres would. All these

L}

factors combined'made-this &ite the pfeferred\choicel

»

’

2.3 Referrals to The Arthritis Society Ehzsjothu?npy'ﬁome Service

s L g . .
‘e . .
L . .
* *

oy . . ) N . . . . ,' ‘
'All medical referrals for home service are received at The Arthritis

~

Society's TorontofSerQice Centre (60 Overlea Blvd.). These are screened:

<
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"

and processed by the Senior PT and then assigned to staff PTs according
" to geographic location. : '
For the purposes of this trial, the mechanism of processing
referrals was to continue along -thesc. lines. However, if upon reccipt

of ‘a referral, the Senior PT ‘discovered that a patient met all trial

admission criteria, the patient was to be tentatively admitted.

2.4 Criteria For Patients Admitted:to the Trial

a
.o

“

Patients were to be'admittea to the. trial by the Senior PT if

:they met the following criteria: ’

v
t . .

S

‘ : . ’

“a) Women age 18-65, residents of the Metrs'Toronto rqggon, jall:Boroughs fiﬁ

of‘ﬁetroholitan Tor;nto and the City of Mississauga), X - .' " ) ;gK

b) ru}crrcd to The hrthriiis Socicty homg physiotherapy by a family~ : ,f;
physician, . : - h ) . .

. . _% . . . | . ' .%

c) 'wiFh a presumed diagno§is of RA as indicate? Q?“the referral and™ . s

.-
R . -

confirmed with the physician, '

d) eﬁcouﬁtg;ing difficﬁizzgkxin self-management’ at home sufficient to

warrant grading in i;;?;hgytional class II and 1I1 (see Appendix I)

.
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as determined by the physician7

¢) had not at any time sought consultation with a rheumatologist or
spetialist in -internal medicine for their RA,

\

" ~

f). that after proper explanation, they.sign a consent form.

3

Lf subsequent to édmiséion to cheitrial it was discovered.that
:a patient did not meet “these criteria, she was to be withdrawn froﬁ tﬁe
projcct;,hgwpvér, services would still be_grovidéd on a regular basis by
the attending PT.
It was récégnized that certain gersonélit§ factorg}amongst RA
"patients, such as the "complaining" type and "paradoxiﬁal respondérs"
.. 34, 35, R
reported by Moldofsky et al, may centribute to the patients .. B
decision to seek medical help, and to the_pﬁysicidn's‘hecision ﬁ;'
request the SoFiety'slserv;cés. Thérefore,:aéséssmgnt of éhe‘patient's

personality factors, and patient and physician compliance are essential,

a8 these may have a confounding effect -on the.results of the trial. 1f

¥ e

-

it. were to become apparent that only psychd-social factors, rather than

et

.

active polyarthritis-were .to be the chief determinant for the referral,

i

Sl R
e FLOY

R

-

the patient was to be. éxcluded from the randomized trial.

s I

-
-~

-
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2.5 Lthical Considerations.

As in all current experimental trials involving human subjccts,

four ethlcal issucs were considered:

a) -Informed consent,

b) freedom to refuse or withdraw without loss of care,

LY

.

c) freedom from assault,

d) confidentiality. : :

.No.baticnt'was to 'be admiFted wi;hout the %nfarmcd consent of*
; - bgth paticent _and attending physician. On identifying a,patieht suitable
for éﬁe research, the Senior PT was to seek.phoned consent from éhe
J f;miiy ﬁhysiciad ;;é patient. 1f after proper@?xplanation both agree
to parficipate, the‘phygician was to be mailed.a égnsent form for his
‘ -. l§ignature (Appendix II), and the patient's signed conéent (Aépendix I11) -
was to be obtained on ‘the first interviéw.by the Independent Assessor (IA).
Thé consent forms explained to tﬂg pagieng anq:physiciaq; the objecfive
.of the trial and.the résp0nsi£ilities.of the IA i; obtaining essential
:cliﬁicél informdtién; the w@tthawing of blo;d and Jrranéing for x-rays
of the hands. - Patioﬁt‘co*dpcruLioh was to be sought,. hhl'LhLy wcré to

be reassurdd that they were free to withdraw -at any time withoul come

.
R R o Dtalicoa o o SN,
. X

i




2

a7 Wt SACHITOT FTRAT SITTMR JN G

SN S s 7 o

45

promising their regular treatment program. They were also to be

reassured abouy'Lhe confidentiality of ‘that information.’

If a patient recfused or .failed to sign the consent form, the

IAs were to terminate the interview. Simple failurc by the physician

to return the signed consent form would not have disqualified ‘the
patient from participation in the trial but would serve as an important

measure of physician compliance. ' : ' a

2.6 Independent Before-After Measurement

Patients who met initial admission criteria were to be cvaluated

by an Indcpegdcnf Assessot (IA) before the application of the experimental

© manoeuvre and then at four months as an outcome measure, using a standardized

prestructured questionnaire. . '

It was envisaged that Ehe IA would Be,a female n6n~médical persoé,
who met pre;pecified.eligibility criperia.(Aépendix 1v) aﬁq was, trained in
interview technique; and the use of é érestructured inge;view qﬁeétionnairc,
to Be,developed aﬁd_?alidated'(Appendix V and VI) in association ;ith this

research.

.

The primary objective of the assessments was to provide a blind and

'uuﬁiased_measure of change in the inflammatory activity of the patient's

»

N
<
- \\
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RA, the tevel of physical fyﬁction, adequacy of previous therapy, pétient's

N . . .
personaklity assessment and patient-doctor interaction., Specifically thesc

AN
>
N

measures were to includé the following:

d). Inflammatory acgiyity.measures to be used were: grip strength using
a modified.mahémetef, réflecting level of ihfl;mmation in the joints.
‘of the hands and &ris;s; shateq duration of ﬁorning stiffnesé'measured
. in minutcs} the number of inflammed joints by guiding the patient

th;ough a sel f-examination f;r tund;rﬁeSS'on pressuréiorustress
pain on 32 joints; and the'erythroc§té sedimentation rate(ESR) the

blood sample withdrawn and tested by the IA at home. (For details

see Appendix V, p; 135-138),

b) physicél_fuqctioﬁ: by means of structured quéstions that assess
- specific activities of daily living (ADi) and major cgqngéé in
fpnctipn,.e?ch'were to be pretested. and then‘pumgrically weighted
and scored, (Appendix V, p. 120-134), '

A

¢) .data on adcéuacy:of previous therapy was to be .obtaiped by the

'patienﬁ's‘statement of drugs prescribed and dosage' levels, checked t

. .

" against labels on prescription bottles and'blobd‘salicylate levels "
(Appendix'V, p. 106-118). .Judgéent-on a&equacy‘pf therapy according

‘to a pfespebified scoring'échedule,psing a peer review method,
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d). the patient's personality ésséssmgnt was to be based on Cattell's
. 16 péréonality factors test (Appendix VIT),
e) data on patient-doctor inﬁeraction was to be based on paticnts-.
stated'understanding of %he disease précess,_si@e.effccts.pf
. medications and actions 'to be ‘taken in Lhét regard, satisfaccibn
and benefit derived from their medical cagé. 'Aﬁ "interaction"
score was to be developed as judged by the peer ceview method.

v ) . ..’/ ' N .
The secondary objective of the assessuwents was lo oblain data

"on the characteristics of the population sampled relating to the

diagnosis, prognosis, socioeconomic and demographic factors. That

.

information was to be reviewed by the,investigatoré a§ baseline deter-
mination in terms of diagnosis and prognosis, disease severity and

duration as these pertain to inclusion or exclusion criteria (Appendix

?

VIII).

.

" The sccond assessment' at four months was, to be designed to
'mvasuyq changcé in itemé d),.b), ¢) and c).~ In addition, th phyéiridn
was to.be aSkéd to outlince Lreatment prcégriqu;to‘dotyce gups'Bétwu;n

pre%cribed, unde}§tood'(as revealed by questiqnnaire)"an@‘aéhicved
therapéutic progrém. Referrals f?om GPs'to othe; medical séecialisgs'

were also to be recorded. .. 4

¢
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The IAs were to be trained also to .withdraw blood and arrangd .
tor samples to be mailed or delivered for analysis of uric acid levels,

latex fixation litres and serum salicylate levels. They also were to

arfange for x-rays of the hands to be taken. These laboratory data .

were to'be incorporited in the trained PTs report on the experimental

patients, but were to be sent directly to physicians of cantrol patients,

N

2.7 Final Selection, Stratification and Randomization

Data'deriveéff}om the independent'assessmenf was to be trans—
ferred to aKSpecial selection form (Appendix VIII) for bl?nd review of
criteria by the investigators. Folléwing this revicw_paticntg were Ld
. Gc stratified by thfce broad age groups and disecasc scvoflly, Lhén
raitdomly 9110c;tcd to an experimental group who were to be evaluated

.

and treated by specially trained PTs and a control group, who were to

.

be evaluated and. treated by traditional PTs.

2.8 The Experimental Mandeuvre

.
.

Two PTs were.to be'selécted randomly from a group of six employed

by The Arthritis Society, all equally familar with the rheumatic discasc
{icld and home services. | The two sclected were to be trained. for a six!'
week period at the University of Toronto RDU, Wellesley lospital, in

. . 21
detailed assessments of patients with RA, based on techniques currently
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in use at .that RDU. The PTs, following their training, were to act as

the agents who would exccute' the experimental manocuvre. Specifically
K]

the experimental manoecuvre was'io be the detailed assessments performed
by trained PTs on patients with R4, repéréed to fam;ly physicians in a
readily communicable form by using a sumpary sheet to be adopted from
tgat shown in Table 6 (see page 17), accbmpénied by-a'covering letter
which was to provide further interpretation of phése clinical findings

and, if necessary, recommendations for action.

. <

In contrast, theéﬁréditional PTs were to report according to

¥

traaitipnal assessment methods cmployed by Arthritis Socicety PTs.
These were to be reported also.in wriging to referring GPs and include

information on range of movement, muscle power and level of function.

It was éuggested that the trained PTs, By obtaining more
objective, standardized and quantifiable information on the patients
' B o ’ o .
state, would enhance their own effectiveness as therapists-and would

improve physician and.patient compliaﬁcetand patient outcomes in -

comparison to.the results of traditional PTs.

2;9‘ Compliance

. ' K p )
A patient may fail to improve because prescribed treatment was

not carried out. Information relating to.patient and physician com-
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pliance was to be obtained from the Independent Assessor's questionnairc.

If the doctor fjiled\ to prescribe the recommended treatment measures as.

judged by peer review)

-

then the doctor was to be scored "non-compliant"

{(even though the fault lie in the PTs report). .If ihé.patient

LA

failed to follow prescribed measures, then the patient was to be scored

"non-compliant". As salicylates are the accepted basic -therapy ‘in the
managemnent of RA, serum salicylate levels were (o be taken as these
prtovide objective evidence of non~compliance on the part of patient

and physician.

I

2.10 Sample Size and Rate of Intakés
' | %

:According to Arthritis’Society records for 1971, it was predictcd
,Lhat-in the two year perioé of the stuay, over 280 pafignts would mect the
. (lilbri? with 140 in cach trecatment group. Previous experience predicts {hdl
about 30% of patients will improve oue fuunctional class or more during this
period of treatment; aqd an increasyd rate of clinically significant impro- )
vement of. about 157 («- = 0.05,ﬂ= 0.05) could be detected with groups

of this size:

”

.

2.11 Criteria For Favourable Results and For-The Project

Clianges in the following variables were to be the chief basis for

cvaluation’ of therapeutic success: activitigs of daily living, count. of

.

w
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active joiats, grip strength and erythrocyte sedimentation rate.,  The
{inding of supcrior treatment success within the group of "trained"

PTiewas nol to be essceatial to the success of the trial. Assuming
e .

‘.

adequat e wethodology, a negative result could be extremely important,
' +

cancelling or modifying plans for further extensive (and expensive)

development of the physiotherapist as total evaluator of the

rheumatological state, rather than continuing in the traditional

fashion. -

2,12 Financial Considerations .

B

LN

The trial budget included provisions for the salaries of the

two experimental physietherapists, their automobile expenses for Lhe

period in which they were to be mobile, and their secretarial services,

1t included a fee per service rate for the Independent Asséssors; the
cost of scrvices of a medical statistician who will act as a consultant

“on the project; and cxpenses for travel of guest faculty and Independent

Assessors. Officé space, administrative services, statistical serviced,

and project supervision and co-~ordination were to be supplied by The

Arthr;tis.Society and the Wellesley Hospital RbU without reimbursement.

Tevat e .



3. METHODS: EXECUTION

3.1 Introduction

Depending on the state of knowledge in a particular field and
the skills and experience of the investigators, the design of randomized
controlled Lrials can be a relatively simplé matter, or if new ground

is broken, a vather complex.activity. Execution of the design is nearly

» -

always a complex activity, the trial described in this thesis was o
oxception. This section will focus on execution of the basic design,
includingkthe pretest,lexpériencc during the pretest that led to certain
mohifications of the original design, and changes introduced for the -
cxpcrime;Lal period. The author will deséribe the' difficulties that arose
under the appropriate section, providing in each dase jg;tification for.

the changes’ and discussing the offects they may have on the results.

hd . »
-

The study protocol was submitted to the Ontario Health;Rcsources
Development Plan (OHRDP) in November 1972, and was,app;ovcd for funding
as a demonstration project ié Abril 1973. The objectives of the research

_were also dischsséd and subsequently épproved by the‘Ont;riQ Medical
Association, the College.of Famfiy Practi;e, the Collgge of Phxsicians
and Surgeons of.OntariB, and the éanadian Physiotherapy Association.

It was also appfovéd gy the University. of Toronto Commitleeloﬁ h;man ™

cxperimertation. « Total projected duration of the trial, on submission,

L ' 52
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»

was 32 months; May 1, 1973 to Dec. .31, 1975. The Schedule of Time and
Events on Submission (see Table 15) was not adhered to, as a number
of design problems arose, which led to an extention of that Schedule

by approximately 15 months (see Table 16). Changes in the design were
v «%

justified in full in the respective annual submissions to the OHRDP,

which were subsequently approved by the Ministry's revicwers. The

-

vilect of these modilications and delays on the total cost of the study

N

.

will be discussed in a scparate section.

.

3.2 Selection of PTs for Special Training

[
.

~" 1t .was envisaged that tw0"physiotherapist$ were - to be randomily

selected from a pool of therapists consisfing_pﬁufpur employed by the

- . A
.

Society in the Toronto region and others, employed outside Torgnto who
Jre interested and prepared tosmove to the trial site. Those selected,

were to he replaced by two others as traditional PTs.

¢

As no therapists from outside the Toronto region were available

for deployment, to.proceced with random selection of two from a pool of

four therapists in the Toronto area, meant that the two selected will be

replaced by two new recruits joining the ranks of traditional PTs, with
no, or limited experiénce, in the field of arthritis and home therapy,

resulting in biaﬁ‘in favour of specially trained PTs.

v
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B TABLE 14 ’ /
Schedule of Time and Evénts on Submission / . )
L April 1, 1973  , June 4, 1973 , . July 1,°1973 , , -Oct. Gw\%d , L May 15, 1975
} . 1
| k T
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- ‘ 4PERIOD ——P.
N .” v
. =
e
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) Against Qualified’ and Outcome’ Scoring - .
Observers v Strategies Manual ..
Development of A ) =
IA Manual and
Questionnaire Pretesting of IA ’ Data ‘. -
Questionnaire- - »- Analysis’
. * - of .
< | Pretest ! )
: "~ ! .
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April 1, 1973 | |
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J
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The t@o PTs, thpt were finally assigned for speciai training were

selected according to-the following criteria: ' ) )

.

" a) Ability to provide a minimum of a two year commitment to the study,

’

b) possessing a keen interest in the study and the asscssment techni-

ques, and likely to contribute to the future development of these

methods on termination,

Qné candidate was selected ﬁrom,the group of four PTs emﬁléyed',

by The;Arthritis.Society in Toronto, ‘the other was recruited from the
outside. A new therapist was hifed as a replacement to the PT assigned

to the study, reastoring the .total number of traditional PTs to four

with one .new recruit, vis a vis two experimental PTs, orie of whom was
a new recruit. This revised method of selection was more balanced

as the pool of availablé therapists who were able to participate was
Limited to the four in €hé Toronto-area,” : ) .

.

3.3 The PT Trhihing Program

The two PTs selected for special txainiﬂg underwent, initially, -
a four week intensive training brogram at . the Wellesley Hospital'Rheumat;é
‘Disease ‘Unit in Tofpnto. The teaching methods consisted primarily of

didactic¢ sessions, preceded by assigned teading of core material; plus

v
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bedside demonstrations, case workups and case reviews with assigned
\

faculty. The-basis of the curriculum was a standardized system

covering:

a)

b),

d)

a

Inflammation,

damage and deformity,

function,

motivation, with a reporting scheme develped from controlled

clinical trials conducted at the Wellesley Hospital RDU.Zl’ %4"53

.The.curriculum also included discussions in sociology, psycno-

logy, drug pharmacology aﬁd other factors likely .to influence resﬁlts‘

‘During that phase and the period that followed, the assessments and

reporting schemes of the trained PTs was comparé®<4ggm time to time:

a)

b)

c)

"

Against cach other, * .

.
-

against an experienced rheumatologist,. and

.
e

against a physician in-general practice with no épeciai interest

in arthritis. - . . i o
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The intensive training program was followed by a pretest of
study methods. During that time, the trained PTs appliced their new
skills in the field dqplicating what was perceived to be true experi- .
mental conditions. As an extention to their basic training, the PTs ) ‘
met for one hour each week with an assigned faculty member, to discuss
their findings and develop the reporting strategies that are most
likely to produce favourable outgomes. The reporting methods, developed
during the prutoét, scerved as the oxporim;ntal manoeuvre, in contrast
to the traditional rupo}king methods of the traditional PTs which

served as the control manocuvre,

3.4 Aﬁplication of thé Experimental Manoeuvre

Overly iong and complex evaluation schemes’ are casily developed; - "
simple ones cdntaining‘essential information expressed in recadily
communicable form ave much more difficult. Mcasures of 1nf];mmatim1
und destruction shown in Table 6 wofo included in a summary data sheet

(Table 106) to which was added:

@)  Summary information regarding periarticular and systemic features .

of the diseasec,

b) the ARA functional class, extended to one decimal place to indicate y

position in class, and

gt
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TABLE 16

SUMMARY OF CLINICAL AND LAB FINDINGS
IN POLYARTHRITIS

Mr
Patient’s Name Mrs . . . Age Assessment Date
Miss
,
Primary Dragnosis . } Onset ot Disease .

*Secondary Diagnoses

ACTIVE JOINTS

1 Duration ot Continuous Symptoms _
Yrs Mths

2 Number of Active Joints
{Definite localized tenderness, stress pain, effusions, not just
pamn during arc of movement)

w

Number of Damaged Joints
{Including lax collaterals, subluxation, bone on bone crepitus,
matahignment, loss of more than 20% passive ROM Excluding
Heberden’s nodes)

R

Relevant Peniarticular Findings

o

Significant Systemic Features

6 Duration of Morning Stiffness
- Hrs, Mins
(normal value { 15 minutes)

Grip Strength g -
{normal value > 260)

8 Functional Class (see below) e L.
* (Complete 1items 9 11 when data 1s avatlable)

~

9 Latex Fixation
{abnormal . 1 160)

10 ESR
1 Salicylate Level

(Therapeutic level 15 25 mg.)
12 Major Problems )

59
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¢) laboratory findings related to the ESR (inflammatory) latex
fixation (diagnostic) and serum salicylate levels (efficacy

and compliance).

The reporting strategy developed was as follows:  the PTs
upon initial referral, were to visit the patient at nome and perform
a compieto medical history, cvaluate’ the patient's state according
to measures liHL;d in the ;ummary sheet and then composce o briet report
in letter form, addressed to the relerring tamily physician.  The letton
which accompanied the Llinic;l swmary,’ emphasized to the physician the
significance of these findings, and based on that evidence suggestions
were made, as to desirable courses of action to control inllaﬁmatidn.
in addition, the therapist outlined the PT treatment plans and provided
in(ormation on the patient‘s life styie, social and family interaction
amd any sociocconomic problems that might have an effect on outcomes
ot therapy. To improve physician response, the standard responsce fornm
ueed by the Sobioty's‘therdpists (Qppendix IX) accompanied the
correspondence.  Patients were maintained on lécatmvnl unt il such Came
when the physician and PT do?idcd jointly that the therapeutic goqlh

hhave beéen achieved. . .

-

»
During the pretest.the trained PTs gained experience in the

application of the cxperimental manoeuvre by reporting to referring

physicians on patients randomly assigned to them during the pretest
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(five in all) and sc¢ores of others with polyarthritis who did not meet

’

all study criteria. Pretest experience demonstrated that on patients

where medical intervention was indicated, physicians, on receiving the

trained PTs reports, responded intially in three different ways:

a)  The concerned positively responding physician who was appreciativ

of the information and initiated or modified the thorapeut i

regimen,

.

b) the inditferent physician who took no action-.at all, and

¢) the resentful negatively responding physician who regarded the

report as an unnecessary intrusion on the "practice of medicine"

1]

and the "doctor-patient relationship".

While these initial reactions were most]y the resualt ot verbal

commuicat jons between the Prs and physicians concerned and gre

therefore anectodal, it became cvident that certain modifications in
the reporting strategy were required in order to increase the Pis

credibility. Furthermore, in discussions with the PTs it was found’

that certain positively responding physicians took steps on behalf
2
of their patients that the investigators considered either ineffective

>

or undesirable (e.g. systemic steroids) further revealing a serious

cducational gap amongst these physicians.
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The physicians consent form (Appendix I1) which summarized the

objectives of the study was obviously inadequate as a tool to gain their

co-operdtiveness.

It was therefore necessary to reinforce the reporting sgrategy
by having thd PT; establish.init?al rapport (with ph;sicians not familiar;
with the PTs assessments or the implications of the stddy to their ’
patients) by telephone conlacl-&irst, at which time the patient's
problems were outlined, and i[_nynqssary, a course of action suggested.
Thi; was followed by Lhe written report and sunmqry; Tirat approaéh
permitted the therapists to:gaugc more effectively.physician responsc.
As physician compliance with the PTs findings was a central issue to
the.experiment, pretest experience reinforéed the need to mecasure
physician compliance and strategies were developed to obtain that

information in the before-after evaluation of outcome performed by

the IAs (Appendices V and VI),

”

3.9 Selection and Training of the IAs

In response to a newéb?per’advertisehcnt, 20 prospective
applicanFs were integQiéwed, of whom‘twc who.met predcetermined
selection.criteria KAppendix 1V) were assigned to the study. Both
were housewives age 39 and 44 respectively, with grown up- families, K

.

who in the past were engaged as volunteers by various social agencies:
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and were highly recommended,

a)

b)

]

.

The IAs training curriculum .consisted of threé elements:

Training in the general principles of interviewing techniques by
meéns of pre-structured questionqéires, and specifically the
applications of the questionnaire specially designed f;r this .
studycprpendices V and VI). This was provided by the staff

of the Field Survcy'Uhit of the McMaster UnivgrsiLy Mcdical
Contre in Humilton,,@ntario and with facully approval was

completed in one week rather than’ two as cnvisaged,

<
specific training in physical measures of inflammation and-
functional capacity as it pertains to RA. This was principally

bedside training by the rheumatologist investigator and the

author and was conducted during the following week at- the °

_University of Toronto RDU, Wellesley Hoépital in Toronto, Ontario,-

”

training in cunital fossa bload withdrawal as 1t related Lo RA

patients, by the staff of the clinical invdstigation unit; and

the application of the "macro method" for estimation of the

erythrocyte sedimentation rate by the staff of the Haematology

Laboratory, of the Wellesley Hospital.



In addition, the IAs were provided with an instruction manual,
cxplaining briefly the purposes of the various evaluation tools used,
the procedures taken before, during and following their encounter with
patients at home, and the Jisposition of the questionnaires aﬁd blood
samples (Appendix X).  The basic training program, envisaged to last

six weeks, was accomplished in Lhree, a totgl of 60 hours.

.

3.6 Pretesting and Validation of, the Independent Assessment

The TA technique was not previously used in RA trials, their
inLroduction.in this stddy was innovative. it was, therefore, important
to establish the TAs credibility duriné their Reriod'of training by
(ompéring their assessments against that of expert observers; by
providiné Lhcﬁ with ficld cxpcrigncéhon patients admit ted to the
pretest, thus subjecting thci; gssessments to an ongoing process ol
cvaluation by the investigators; and L;st; but notllcasL,.by

conducting a full-scale validation study, thereby providing scienti-

fic documentation of that experience for possible use and application

in future. trials of patients with RA.

The 1As performance during their period af training and the
pretest was not documented, but on close scrutiny by the investigators,
created a favourable impression. Tiris was reinforced by the TAs ability

to detect a treatment difference amongst hospitalized patients they
SO . n ) ;
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assessed during their basic training and following that on patients

“admitted to the pretest.

In order Lo evaluate the LAs performance in a sciani(ic
manner, the investigators decided to conduct a full-scalce validation
study to run concurrently with the p:é;est which was unavoidably
delayed by slow intakes. The other two primary oh@cctivvs'o[ the
study was to validate the trained PTs assessmeats and develop a

pooled index as a statistical device that combines five separate

measures of inflammation into a single outcome measure.

The‘studyza.which invelved 33 RA patients, cach assessed
'by four trained observers and the fA before and after 10 days of
hospital.thcrapy, has shown that thé 1As total assecssment provided
84. of Lho information available in the pooled index, ard was more
scensitive and reliable than any other single clinical measure. As
such ﬁhesc resultg increased khe credibility of this method as a

measure of therapeutic outcome in RA.,

3.7 Separation of PTs and IAs and Patient Records-.

To minimize contamination of the experimental manoeuvre, the

—

trained PUls werc-totaldy scparated [rom traditional PTs by providing

separate office facilities and clerical support servicen at The Arthr

vh

is,



PPN

00

Society headquarters, remote from the office base of their counterparts.
This separation was extended to include all work rélatcd activities, such
as staff meetings, staff development programs and social functions.
Compliance with that manoeuvre was complete for the duration of. the
trial.

.

The separation of PTs by office location, meant also that patient

.

. records had to.be separated.  Prior to the trial, all rvecords were hept
L 1 s P

at the traditional PTs office base. When the pretest was launvhed; it -
was decreed that-all reeords on new patients assigned to the tféinod

PTs were to be kept at.that office location, and access to ghese records
was denied to the traditional PTs. Similarly records of former patients
who were assigned to the trained PTs @ere transferred and were,
thcreqfter, ingccéssible to the other group. Also data gathered by the
[As was kept in separate‘rcseqrch files and access dcnicd.Lo boéh groups
ol PTs. The trained PTs, however, were pro;ided with initial lab values
obtained by the TA (hand x-rays, ESR, latex Lixation; sulicqutw ad

uric acid levels) to avoid duplication of tests required lor their

reports to family physicians. Compliance with thesce manocuvres on

[ : .
the part of PTs and the file clerk 'was closely ,scrutinized by the

investigators and was complete.

The IAs operated from their hoﬁes, and remained unknown to the

two groups of PTs. Their assessments were forwarded by mail directly
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£

to the research assistant who maintained and was responsible for the

-

research files.

3.8 Geographic Assignment of PTs and IAs

¢

The deployment of the 'four traditional PTs remained unchanggd,
dand included the trial site (all the Boroughs of Metropolitan Toronto-
and the City of Mississauga), and points cast (Durham Region) n9rch
{(York Couqty) and northwest (North Pecel and southern parts of Dufferin
Counties). Lach was asslgnéd a spécific geographic location (Fig. 4).
In coﬁtrast the trained PTs and IAs were deployed within the trial site
only (Fig. 5) each assigned a specific geographic location. The
aésign&ent of PTs and IAs to their respective areas was baséd on their
arcas of residence in Metro Toronto rather than any other factor, as
the Society's records have repeatedly demonstrated that travel time
atone accounted for 25% ol the PTs total paid hours. The larger overatll
aqeographic arca of traditfonal PTs was estimated to be cdual in terms of
grdvel time to the smaller geographical. area of trained PTs when each‘

PTs geographic area was considered.

Throughout the experimental period, the PTs kept records (as
required by the Societg):on transportation and patient time, on total
patients éeqn and on total home visits. An analysis will be conducted

* to determine if differences exist for these factors by group and by PTs
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likely to result from differing attitudes amongst them in lerms of

the patient's socioceconomic factors or those resulting [rom lAs

70

-

within each group.
Consideration was given to rotating either the PTs or IAs in

terms of gecographic assignment in order to minimize biases that are

cvaluating patients of the same PTs for the duration of the trial.
The resignation of one of the trained PTs and one LA two months'

before the exﬁerimental beriod began. had a similar effect to the

. progected rotation in the east half of the trial 31te. Half way

through the experimental - perlod the IA assigned to the west half

resigned, again affecting a rotation by attrition., Two traditional '

PTs, one during the pretest, the other during the experimental -

period also resigned resulting in a‘rotation for that group.

. expected, and she decided to withdraw after one year on the study. Her -
" dissatisfaction was not due to lower renumeration, but solely the nced

" to be engaged in a more unifotm type of work. The second IA (assigned , - .

3.9 Attrition Amongst PTs and lAs

Slow intakes durlng the pretest contrlbuted to a delay for
that perlod from three months as prev1ously prOJected to almost one
year (see Table 14 and 15) For one ‘of the original two IAs (assigned

to the east half) this meant a cbn31derably lower volume of work than -

N . -

P

o -
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.
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to the west half) resigned 1ater_f6r'personal reasons.,

The PT who was ‘recruited from another agency also withdrew from .

‘

the trial after nine months. She anticipated trial extention by one

3

year or more, and could not, therefore, commit herself for the duration.

Furthermore, not being familiar with the rheumatic field ‘and home services

n

in general, she found the work exacting and the response of family physicians

to, her assessments personally disappointing.

»

Fortuitously, replacements were found, and training provided for

each prior to the initiation of the experimental period. The new traincd ‘ .

. PT was recruited from the ranks of the Society's PTs in Toronto, who was '°

»

: . T, . : . . ’
replaced by a new recruit assigned to the traditional PTs. ’ e

’
)

It is not known what effect -this attrition rate is likely to have

on trial results, howcver, the ability of the investigators to .recruit

and train suitable replacements with no time loss (the resigndtions and

appointments overlapped by one month in' ecach case) is reassuring. "

. v

3.10 .PrétestuExéerience and Modifications in Trial Design . B Ak

4 L] o * N
} ' S
i . LI
i « v

$he pretest began in August 1973. The intention was to expose. ' S

all aspects of the design conceived on submission, to conditions in the
* field for a period of. three months. A.number of problems arose during ' iy

) . - . M
. P
* . . ¢ .. . 4 . L
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the pretest, important amongst these were: a slow rate of intakes,
delays in the processing of intakes and the need to devélop an cfficicent
statistical device to determine treatment, efficacy.

“

Each of these issues contributed to siénificant éhanges in
design étrategy as it reflated to source’of intakes, sel;ction criteria,
stratification and raﬁdomizgtion, sample sizé) the independent aésessﬁept,
and the development of a pooled index. The followi;g material degcribes

"cach of these issues in detail and provides justification for changes

in the experimental design. The design on submission is depicted in

-
< ¢

Fig. 6, with cach element that led to difficulties marked by an
asterisk. The design of the experiment which began in August 1974

is depicted in Fig. 7, each element thdt was modified also marked by

" an asterisk. : ) : ’ .

3.11 ‘Intake Rates. During the Pretest

Based on a 1971 analysis of referrals by family physicians to

. n

the Society's home service in Toronto, it was predicted that the rate

a

of intakes for.the ‘three months of pretest would be approximately 30
patients. That analysis faiiqd to takc into account the number of -
patients who might have been secn by a rheumatologist, the male/femalce

ratio, factars,related“to acéuracy of RA dilagnosis, and levels_of'

disease severity. Criteria for patient selection and the list of
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"FIG. 6  SCHEMATIC PRESENTATION OF TRLAL DESIGN
' AS'ORIGINALLY ENVISAGED .

(Patients referred by Primary Care Physicians with a
* presumed diagnosis of RA to" The Arthritis Society
' L?hysiotherapy Home Service in the Toronto Region.

" Referring Physicians & Patients  interviewed for
inclusion criteria: l.. Women =, ages 18-65, 2. Resi-

\ dents of Metro Toronto, 3. Not seen by rheumatologist
4. Moderate disability, 5. Consent to participate’

3, 7 ’ ineligible Receive care but
g ¢ » excluded from trial

Eligible

llome intérview, -exam, lab, x-rays, for initial
baseline determinations by IA

i

X Blind review of criteria by investigators |, . &
: ineligible- Receive care but
o i y excluded from trial
Eligible
% Stratified for - 1. Age (3 broad groups)

2. Severity (2 levels)

5

. lf v : ]
( Experimental _;) (7. Control 4_)
. l. Trained LT . .fl 2. Traditional PT
Special Assessment J Traditional Assessment

.

2. Communicatiom of results to MD

. 3. Execution of Physio agreed upon with MD
4, Follow-up . .

Home interview, exam, lab for outcbme
determinations by IA 'at four months

3 DE$IGN ASPECTS MODIFIED oo
73




Fig. 7 SCHEMATIC PRESENTATION OF TRIAL DESIGN .
JEMPLOYED IN THE EXPERIMENTAL PERIOD

-
v
e
[

/’Patients‘with a presumed diagnosis of RA who are:

1. Referred directly by family physician to the Society.
2. Referred by family physicians after personal contact.
\\?. Self-referred in response to call for volunteers.

P

Physicians and pétients interviewed for ;nclusion criteria::
1. Women ages 18-65; 2. Residents of Metro Toronto;
3. Not seen by designated Rheumatologist during past 6
months; 4. Moderate disability; 5. Consent to participate

. Recelve care but

J\L Ineligible
: 7 excluded from trial

Eligible ' )

. Home intérview, exam, lab, x-rays for initial
baseline determinations by IA.

%N

& ~® Y
(" Experimental ) (" »Control <)
N ,
1. Trained PT : 1. Traditional PT .
Special Assessment . Traditional Assessment

-2, Communication of results to MD

3. Execution of Physio ‘agreed upon with MD
4, TFollow-up

Blind review of criteria by inQestigators

] "

"Receive care but ~

Ineligible
: excluded from trial.

Eligible

Home interview, exam, lab for outcome
determinations by IA dt four months

-t
R ax
PR N

.

Home interview, exam, lab for outcome
determinations by IA at twelve months
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cxclusions were further refined and finalized prior to submission
in the Fall of 1972, and since data on referrals for that year were
not yet available, it was assumed that these refinements would have

very little cffect on rrates of intakes.

.
A

When the sclection crileria and list of exclusions was applicd
- *

during the prelcsL, the expected rate of intakes diminished appreciably.

This reduced rate contributed to a delay of the pretest by nine months,

during which time only 11 patients completed the study.

5

An analysis of patients referred to the service during ﬁhp pretest,
demonstrated that the majority of potential subjects were excluded due to

an encounter with a designated rheumatologist. Specifically, 65% were

rcferred by rheumatologists and of the remaining 357 a high proportion

were sgen on consultation by one at a point in time. This may be

attributed to a major increase in Toronto in the number of rheumatelogists

available for consultation; from 12 im 1971, to 2% in 1973, and for the
same period an .increase in the number of RDU beds from 82 to 132, and

a (wo-fold increase in the productivity of out-patient arthritis clinics.,

3.12 Changes in Source of Intakés and Selection Criteria

e

The itplications of these develophents were that the family

physician had more ‘specialists and specialized services at his disposal
s .
. R .

.
s
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ond, therefore, did not require the assistance of a specially trained

PT. Following consultation with colleagues, it was decided that the

basic research question still applies, but in a moré global cont?xt.
- . / ’

First; the implications of this research cannot be confined to

the boundaries of Metro Toronto, but would still apply to other regions
of the province and Canada where specialized services rcmain scarce.

Sccond, the Mctro region with a population of three million and a 1% -
3. prevalence rate for RA, of whom 30% may require specialized assis-

~

tance, would yicld a pqtentié? RA population of.10,000 - 30,000. For
that population the available rheumatologists are capable of handling
.no more than. 3,500 in any given year, the remainder of patients with

RA receiyidg continuous care by family physicians, other specialists,

-,

o
chiropractors, or no care at all.

Q;dor any circomstances, a sample of patients derived from
either psysicrans thatltraoitionally'référ, or those that do not,
yguld not be rdotcscntaudve,hdue to thc iuheront-liﬁitatioos of thc_
referral process. Lt wao, thereforé,_dccidco that the desigh’ could
be considerabiy improved by drawing on a moté representati&é'éample .
derived from family phy31c1ans who traditionally refer to the service,

. the larger pool of family phys1cians who do not refer, and directly
from the even larger pool of patients who-are not obtalnlng continuous

care for their RA, " As well, patients within these populations who

e

-



77

were not seen by a designated rheumatologist w}thin six months should
Che included if their RA is active, aé the majority are scen on con-
sultation only, and their. continuous care by family physiciqns is

not likely to contribute to their .trcatment ouécomes during periods

!
of exacerbations.

To effect these changes, sources of intakes and selection

criteria were modified to include:

.

a) Patients referred by family physicians who werc not seen by a
dcslgnutcd'rhcumatologist‘during the past six months, -

b) patients referred by specialists other than those on the designatcd

list of rheumatolégists,
“f
c)‘.patiéﬁts reférred by family physicians as a result pfla special
mailing-explai&ing the purposes.of the érial (Appendix X1), and

d) patients who responded to a public appeal in the media, whose -

diagnosis was confirmed by their .family physician,

.

J.13 Strdategies Developed to Process Intakes”

.
v

' The strategies employed during the pretest for processing intakes

.

b ) «

N
<

- . . : . . % -
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are described in detéil'in Appendix XII. Intakes were drawn from
patiénts'referred to the Society's home service who met initial
selection criteria, as. shown on-the referral form and following
interview with patient and referring physician. Those deemed
eligible were then assigneq a raﬁdom number according to procedures
provided, in confidence, to thefgecretafy at that centré. The senior

PT then allocated patients to IAs' and treatment groups according

to instructions also held in confidence. -

Prégnostiq stratificd£ion prior‘to randomization was pur-
poselly omitted from the schege at.that stage as the numbers expected‘
;ere too small for it to be effective (15 in each treatment group).
Following baseliAe determinations by IAs, the criteria were reviewed
blindly by the rﬁeﬁmatologist investigator on the team. Blind review
’at this‘stgge followed randomizationzés it Qas expected.thaE baseline
determinations might take tog lqﬁg and would, therefore, deny immediate
service to agxigqs patients. Pretest experience, in féct; demonstrated
that this ﬁrocess took oﬂ the average three to four weeks. étratifi—
cation was attempted retrospectively and while it:whs éound that by.
age it wag n?tjcompléx, stratificat}on by disqgse severity was much
more‘comp}ek dué to the muitiﬁlicit§ of factors that are likely to
affeqt‘prognosis of RA patients,land no single and reliable Qeqsure
that could predict prognosis wasnaVailable at that time.. Hence,.the

concept of stratification prior to randomization, a highly desirable

(4

iy
- f‘

A,
g,
P RS~

43

I
P
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feature in the design of trials, was not considered feasible and,

therefore, was never applied.

Pretest experience, therefore, confirmed our assumption that
prognostic stratification will be difficult to put into effect and
that blind review of criteria following randomization was necessary
to avoid delays in the provision of services.

These changes constituted a major departure from the original

design, their effect on the comparability of groups and numbers assizned

to cach will be discussed later.

n addition to the material outlined in Appendix XIL, verbal

instructions were given regarding the processing of patients whe

volunteered in response to publicity in the media. Those referrals
were handled by one of the investigators who interviewed patient
volunteers and their doctors on the phone for eligibility criteria,

sought their consent and those deemed eligible were forwarded to

.
[y - .

the senior PT and sceerctary for further processing.

by the 1A which included physical mcasures of discasc severity,

Basel ine determinations were subject to informat ion

3

obtainced

.

function and results of blood tests and x-rays of the hands. - This

~

.information and the reading of x-rays was gathéred and followed by

s
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a research assistant acgording to prespecified procedures (Appendix XIII)

and reviewed blindly by the rheumatologists investigator using a "Final

Selection Forﬁ" (Appendix VILI). This proceés adopted first in the

pretest was not altered.

The blind review of criteria by the investigator included the

following c¢lements:

.a)

b)

<)

d)

The ARA and New York criteria for diagnosis of RA,

criteria for disease severity such as three active joints or more,

presence of nodules, morning stiffness over 15 minutes, high latex

titre, x-ray crosions and ARA fmmctioﬁal class I1 and III,

the ARA list of excldsions such as evidence of psoriasis, other

collagen discases, uric acid levels of 8 mgm.Z or more,

»

other e¢xclusions, such as ARA functional class I and IV,’a

rheumatological encounter in the past six months, other major

- sources of disability, hospitalization or surgery for RA in

the past six months, inability to withdraw blood and have x-rays

taken and issues related to the’ quality of the interview.

While this process of blind review as it*pertaips to discasce
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diagnosis and exclusions is not as stringent as the personal encounter,
and may have resulted in certain patients admitted, who in fact do nut

have RA, it was deemed acceptable by a number of colleagues consulted.

3.4 The Independent Assvssment

N

3

The TA interview, the questionnaire, and laboratorv procedurces
performed satisfactorily during the pretest. Measures of disease

severity by the LA were subsequently validated'in a specially designed

24 . .
study . Physician response to the trained PTs assessment during the

pretest reinforced the nced to measure doctor-paticnt interaction
. e .

betore and after the application of the experimental manocuvre.  this
vonsisted of information on medical therapies undertaken, measures of

salicylate levels, other health professional encounters, and patient

overall satisfaction with care piven (Appendices V and V1),
‘e

.
’

Cattell's 16 personality test (Appendix VIL) introduced to °

_detect the non-compliant, complaining type of patient did not perform

“well durihg the pretest as it resulted in a large number of refusals.

A mood assessment based on 16 adjectives introduced by Moldofsky ct
T :
al , was added to the TA questionnaire (Appendices V and V1),
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3,10 Clinical Results of Pretest

The results ok Lthe pretest are interesting, although buscd‘un
very Smnll:numhorg. 0i 36 intakes, only 11 completed the study (sce
'.Tﬁwlc 17). hkight of the 36 did not meet criteria for diagnosis ¢of RA
and cight oLhers\did not weet other criteria. Of the 30 intakés with
a presumptive diagnosig of RA, 31 Wefe tested for adequacy of serun
s salicylate levels. Of these; only one had a blood salicylate level
in the therapeutic range. These findings reflecg proQ}gms encountered )
by family physicians in diagnosing or treating RA, even i; patients
with advanced discase. -Furthcrmorc; sallcylate data,'superL the
iqvvst(gJLoys contention that family physicians, unléss prcsvntcd‘wi(h
clhinical cvidencee ol inffanmaLory,activiLy, rarely maintain péglvuth

on salicylates in the therapeutic range. Poor patient compliance may ¢

be angther contributing factor.

3

e

Of the 11 patients who completed the study, five were allocated, R
to ~the experimental group and six to controls. Their prognostic indices
wd prior treatment patterns were roughly comparable. At the time ot "
. ‘ . ) . et
the second evaluatjon (four months after entry into the study), the ] e
Py . a Vi
control paticiits wege as a group slightly worse, while the experimental fi:

* N . .
patients had improved.  Differences achieved statistical signilicance -

and tavour the experimental growp in the lollowing variables: grip

* . , .
‘strength (tg = 3.24, P <{.02), ARA lunctional class (tg = 2.80, P C.0%, [ o

-




. . ‘ TABLE 17

Summary of Intake Procedures During Prétest -

*  Procedure

1. “Intakes
)

2. Bascline Determinations .

-~

3. 'Completcd_Study

GControls 0

Studyv y o

TOTAL © 1L

83

Number

I

Exclusions

None

RA Diagnosis;

Other Exclusions

Withdrawal = -

¢

No X-rays or Blood Surple:

TOTAL "‘“\
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\ 8%

fotal f{unctional scorc (L9 = 2,84, P <.02) and personal care score

it

(tg = 3.33, P {.01). The magnitude of the changé in grip strength

- > ! wy ) 4 -
was an increase of greater than 50% insthe experimental group, and

N

U decrease of about 5% in the control group. Major .changes in medical |
therapy occurred on five occasions in the cxperimental group and only
once in the control. The number of tender joints, erythrocyte sedi-

mentation rates and salicylate levels were all better in the experimentat

group, but these differences did not achieve statistical significance.

3.16 ngcussion of Pretes; Results

.
.

3

Although pretest results were based on a small sample of pationt

and are, therefore, not conclusive, they pointed to two, important 1N§UP~.

tne resulted in design modification., the other the development of a4 mord
> .

cfficient statistical device, the pooled index. *

»

Based on the personal impressions of trained PTs who reported on
scores of patients to family physicians during the pretest and in part
} - S
- . \ .
supported by the clinical results discussed ecarlier, low compliance on

the part of patients and physicians may be a major impediment to thera-

peutic success. Furthermore, it was their impression that a change in
\

the attitudes ol pon=compliers was not- | ikely to be achicved in four

- -
‘o »

- ks
months. As a resull 2 procedure was established to measure outcomes al

one: year, using the [A method, so that long—term vesults could be -



.

¢

measured more cffectively. Approval for this additional cest was

.
-

obtained in a subsequent.submission to the funding®agency.

v

<

The c¢linical measures applicd to determine outcomes, were

.

difficult to interpret, as marked improvement was noted in some and
¢ -

no change in others. The need to develdp an efficient index of change

! ’ . I3 : . Ali' 4 *
was paramount. Perhaps mdre important, a composite index can be

© -

prespecified as the single variable which will be used to judge
tlicrapeutic ddequacy. It also avoids(the problems that arisec when -
a number of individual variables are used, resulting in the-investi-

& N

| ‘
pator choostng those results which best suppert: his argumént.,

v ‘

v .

24 . .
A pooled index was developed for possible applications

thi- and other studies, that summarizes four measures of inflanmation

»

(number of active joints, ESR, morning stiffness and arip strengths)

and one measure of change in function. !

The method of calculating the pooled index 1s described in

Appendix XTIV, The results of the validation study shown in Table 18

demonstrate the improvement achieved over 10 days of hospitalization -
Lon 33 paticents with RA, and the sensitivity and reliabilizy of the
» ’ { .
index in measuring treatment (*[f(%'l::.‘\ The efficiency of the method
- N , M s rl ’
can be furthor demonstrated by\qpplying it to’ the results of the tive
. i :
N 2,

cxperimental and six control,patienté/who-compleuvd the prelest.
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(1) 2y (3) (4) (5) (6) (8)
) ; ' Standard . Treatment . ’ ) .
N Mean Value deviation effect in
Mean Value  after 10 Treatment of ~ derived
on days difference treatment . units: Sensitivity Reliability
Measure n admission therapy (3) - (2) difference (4) = (5)* t R2*%
Grip strength 33 117.5 143.2 + 25,7 26.20 “+0.98 5.51- . .58
(mm. mercury) .
Morning stiffness 32 113.6 - 48.0 - 65.6 64 .90 +1.01 5.84 .48
" (minutes) ' - :
Sedimentation 30 58.9 43,0 . - 15.9 _19.85 + 0.80 4,60 .53
rate (mm/hr.) . ) . .
' 1As «change score 33 - 3.0 + 2.9 ) + 5.9 6.98 ° + 0.85 4,89 .50
" Joint count 33 17.5 13.1 - 4.4 T 4.82 +'0.92 5.29 .53
Pooled Index 33 -+ .- - - +0.93 8.26 69

* Plys sign in' derived units means improvement,

** The R2 values were calculated for the original measures by testing each agginst
for the "Pooled Index" by analysis of variance.

.

.

+ Not appropriate to use the 'Pooled Index"

-

’

minus sign indicates deterioratien.

-

in low line of ¢olumns 2, 3, 4 and 5.

the mean of the other four, and
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Although based on small samples, the treatment difference obtained,
achieved statistical significance and favours the experimental

sroup (tg = 2.76, P <.05).

3.17 1<cf1mm§“’mu,1c Size ‘ ’

y
L4 “ﬁj

The sample size envisageg on submission was based on previous
expcrience,‘predicting that 30% of pétients.will improve'in'ARA
functional class and that an increascd rate of improvement of about
15" should be detected with groups éf 140 cach. #he. validation study
which measured treatment change before and after 10 days of therapy
th an RDU on 33 RA'p%tlents demonstrated that one can anlicipa(g
approximately a change of 0.93 standard'deviation units. Using the

/ . -

two-sided "t" test of a difference between two means, with CKT='O.05
and/éy = 0.05, we would Fequire a 'sample size of 34 in cach group.

By making an allowance for dropouts during the experimental period,
and since we qncic;papéd in commuﬁiﬁy-éatients a Ere;tment.diffeyencc

of slightly lesser magnitude, a sample size of 40 in each group was

considered as adequate. ) .

This refinement in sample size, borne out of validation study
caperience, was of immensce valuce, as al that time predictions ol a
required sample size three times as large, compounded with slow intakes,

"led to scrious consideration of. aborting the experiment.



. 3.18 Total Intakes, Allocations and Exclusions

The experimental peviod began in August 1974 and terminated o
January 1977, Patient intakes terminated in Januwary 1976, Tabtle {0 -

provides.a summary of intakes and exclusions following blind roview o

criteria by the investigators. Noteworthy is the almost balanced
. allocation when bascline determinations were taken, and the significa’:
disparity between treatment groups following blind review. Also

noteworthy is the nearly 507 rate of -exclusions; of these a third w.-.

~wluded for failing to meet criteria for diagnosis of RA.

These findings point to a weakness in the design worthy ot

discussion.  Patient allocation lollowing bascline determination by

-

the tA (see Fig. 7) resulted in a proportionately larger number of

¢ Ctusions amongst control - paticnts (56.67 vis 40.6.)) after blind

>

teview of all eriteria by the investigator. We may, therefore, assunn
S ' )

that the two population samples had different characteristics at the

” _ i point of intake in spite of the ,almost balanced allocation at that st 1,.

¢

(83 vis Y1), and that these differences were possibly reduced followin-

review of all criteria by the investigator (Appendix VIII). This outcom

IR o ac/ e M

amply demonstrates that blind review preceeding allocation would have

; ) provided more balanced numbers between the groups.
e & »
4 . v
v Contributing to the high rate ol exclusions is the proportion -
'

B e IR T o Kos SO 1 T



TABLE 19

Summary of Intake Procedures

Procedurc ' Number
Physicran and Patient .

O Ihnterviews

Control R ] 85
Laperimental 913
TOTAL - 178

Baseline .Determination

Control : 83
Experimental R 91
TOTAL 174

) ’ .
\‘)_ = 4.4 (p = 0.1086) ¢ = 0.16
Blind Roeview of Criteria

Control C . 36

{xXperimental b4
TOTAL - 90

R .
X] = 4.43 (p'= 0.0353) ¢ = .16

¥

8Y

-Lxclusions

Refusals
Refusals

(LR

A~

TOTAL * °

L<clusion 4
exclusion 3

7 U
7 (haon

v

TOTAL 8% (44,5

* Percentage of exclusions following blind review by group.
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“(a4 third) of patients referred by family. physicians as Having RA who
failed &80 mect diagnostic criteria. That trend was noticeable amongst

pretest patients (507), the lower rate achicved in .the study population

. N . .
}gxau. probably the result of more stringent enquiry on the part ol. the

-

“loctor=patwent Interviewer,  The high proportion ol lalac=negativie . i

hopofully not matclfed by an equal numberol talsce—posilives, as this

. - 3 . . . "‘ *
Faading aleone has major implications on the results ot therapy at the
- . - .
primary carce level. . .
L "a . . .

Le
. . . A}
3.19  lwpressions of Trained PTs and Physicians
of Experimental Patients ) i i
- - In spite of frustrations on numerous occasions, the trained !
. overall impressiof is that the rescarch effort provided them with' i

' 1} t . () R . ", .
cvimulating and chaltenging experience.  bven i the avalysis shows' oo
‘ ) ! ¥ PR .. . ) . . "
. sgrovement In the olinical indices,; they consider. themelves betten

. thysiotherapists as a res'lilt af thedir special’ training. A rctrospectis
. N . ' * - !

- l coview of their treatment yecords revealed to their surprise that ol

«

i * ’ ’ . ' - - ‘ 1’
" socdors who were expected to rcspond to their assessments, 65, Tespoude .

positivety, Their impression was that this percentage would be con-

. siderably lower. Unfortunately the last four months of the experimental ,

scriod were trying, both PTs (one gave four years, the other three

wiars to the.study) became' despondent, probably attributable to o

.
.

. "trigal fatigue”.  Regardless. of the vuteomes of their dintervention,

. ‘ .
.
« .
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L 91

their contribution and dedication to this rescarch cttort 'was immensc.

B

The physicians of experimental patients on telcephones interviow,

.

|

responded averwhelmingly in tavour (977) of the study.  This was
‘\ .

“aurprising as the PTs records revealoed that 35‘\r(\s'pundvd negatively

5

ot not at ull. Analysis of treatment outcomes derived [rom the [A
interview and factors related to patient-physician interaction may

.

.

shed some light on this controversy.

="10L>Effccts of Delays on Research Costs

.

The effeet of delays. (primarily due to a slow thc,of intakes)

frae substintially increased the cost of this rescarch cffort.  The ma

Lcostly items in the budget were thé personnel salaries ot the tratacd

. phvsiatherapists.  Table 20 provides a year-by-year voecord of the

total funds requested for each year, the.estimated cost to completion

mnd actual expenditures to date. Included i these expenditures are
. o ‘%"

tht additiomal costs of the validation study and a study on 'The Cost

. .

tirectiveness of In-Patient and Qut-Patient Therapy for Ra Patients".

.
.

As the expenditufes for thesé studies were combined under a single

grant an estimate of the costs for each would be impossible to compute.



75-76
76-77

. 77-78

78-79

-

TABLE 20

Effect of Delays on Costs of&eseafcl:

1

\'\ . Actual

Funds Requested Expenditure

$ 32,616.77
45,3%0. 82

65,.290.9.2

28,057.85

14,360 . ) -
13,876 . i.
$228,702 a $171,306. 36%

*Cumulative To talTo Date

92

Projected
Cost to Completion

5 76,570
oé,nlz
150, 727
éosler
222,248

222,248



"+ Condlusion and Summary

]

The execution of this experimental design proved to be more
|l icated than envisaged, probably because it cortained a name oo
v..tures, that were innovative to the field of rheumatology. Two ol.a1

tri.ds on RA in Toronto and onc on a general arthritic population ip

o

London, Ontarto (With which the auathor is associated in cach as

. .

Sinvestigator) have duplicated certadn aspdets of this designe Hw

cnccution of strategivs tor these trials 15 considerably facilitatad

nrough experience gained from this initial attempt.

.
-

Design features such as prognostic stratification, and blind
*« ‘xw by the investigators preceeding allocation, whir o conld net
. o IS

.+ ncorporated in this desipr, were omitted also in these trials s,

‘.

naye rise to the sare lifficcltics durirg taciy prroronr o

' ) o . . o«
theumatological literature does not provide, te date, any <ot

iy le prognost ic®measure for RA. Although studies of 1ts natural

s ory demonstrate that systemie tetures of the discane ortoen o4

“ihoor prognosis, their-appearance in any particular person ix

Sitcdictable.  Furthermore, blind review of intakes by the rhcuma-

) 'jologiqt'invéstigatoré in these trials may detect one of the systemic

.
.

Ll .

reatures (presence of nodules as determined by IA) and omit scorcs ui

cthers that may be present. Théreﬁore, stratification py this single.

‘. ature would have been unreliable. On the other hand that form of

‘tratification is potentially more reliable and féasible when fanal

lal

[N
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~etcction 18 based on a complete history and physical examination applis:

11 person by a trained rheumatologist. However, long. waiting 1isi

ctae=three months on the average) and teaecning regpon.y o, o

tv .cademic rheumatologists, could lead to further delavs in provia.m

«

o ices to paticonts anxious to be relieved of their -arthritic «smat s

Ly the same token, allocation prececding dlind raview o1t all criterr.,

L

tacerhemmatologist investigalor comtinues to be the ctraters i
the s trials, and may produce asain 1 high rate ot Cocdusiona (58 .
cwntin lable 19, page 89). "The dilivery ol lab results obtaracd oo

dAY and the aveilability of tinl anv Lt ators ber sl vy
. . i +

. N . [ .
watee weeks on the average to. process) was the primars reason for o o4

o
v aporating this feature In thers Josiem .
) .
vitnerd source o0 ot s T L L

rile wf antakes during the pretest, v 0 v

gt prrrods The cvmce robatad to source ot it ks -

O I S (TR I IR TR R A Vivag a

wbation sampl was drawn, Lo che practioo S B A 2

\

citronally do a0t 1esor vativnis (o e Artiirel, T oclte ¢
. . . .

et oand, therefore, could be regarded as wore Mreproas tqrige™ € e
. \l N ! A

¥ - . " . N .

h RA on primarv rare, a disturbinly large proporti.a o we=e 0 o

N

“wose’to 80) responded to trial publicity in tne media. The vola i.or

' !

itv @ those patients may lead to difficulties 1n the intornreta ..

mteones.  Tne cowpliance measures antroduced tn W TN qoentie L

= // : .
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cicacylate levels, doctor-patient interaction, mood assessment = ! .. @ :
. M - . - ’ M
before and ‘after the application of the experimental and contrgl manocuvi. . . .
w.!1l be insérumental in the interpretation of results.® Assuming {hat /Ty
. . ) . N
magrrity of these patients are to be found low.compliers be¢forge {Iu;ﬁK“( e .
) . : CLL
tshér compliance and a favourable outcome in the experlmentnl.grnng 5 T .
may chapge a perceived liability in the design to an asset. : _ y
‘ . . °
‘ Perhaps the greatest benifit to be derived from this research
: o
ctrort is its by-products. 'ghicf'amongst these arc: “the application
. * . . ‘vl
» \ .
oi the 1A method to the field of rheumatology and the development of e 7
i . . R
.« pooted index, 'ds an efricrent statistical devict, summariziag 1V :
1;ailable measures of inflammation in RA.. The adontion of this desi,: .
. . toe ‘ Q M
"+ arher investigators in the field is pncouraging, with further ﬁ
_.xnerience and refinements, what hegan’ as a medest roce xredr triae o o N
. «ffects of specially trained PTs on outcomes ‘ot KA therapy may i
.+ ! applications in scores of health care trials related to this B
i . " L ' a -
I rdition and the field of rheumatology. : o S "

v

.-
+

L
pr 2 AN

<
ket D
FAARNA

.
P
3




REFLERENCES ' . ° /

1. Primer on the Rheumatic Diseases. ®JAMA, Vol.‘éZA; No. 5
QSupplement), April 30, 1973. .

e

2. Smyth, ®.J.: Therapy of Rheumat01d Arthrltls. The Journal

»

w of Agglled Medlcine, Vol. 51, No. 6, May 1972,
. 3. Steinbrocker, 0., -Traeger, C,H., Batterman, R.C. Therapcutxg

Criteria in Rheumatoid Arthritis. JAMA» 140: 659«662 1949,

, National Centre for Health Statlstlcs. Cycle L of the healnh
o ~ Examination Survey, Sample and Response, United States, 1960-62,
: S .Publi n 0, Series 11, No. 1. U.S. Government

. . g intin Offlce 1964.

5. Wolfe, A.M.: The Ep1demg910gx§of Rheumat01d Arthritis: A
: ;’ngicw: Part I Surveys, bu]lepxn on Rheumatic Diseases,
. : 19:518~523, 1968.

6. Wolfe, A.M.: ' The Lpfdémiology of Rheumatoid Arthritis: A’
~'. Review:. 'Part I1 lncidence and Dlagnostlc Criferia. Bulletip
& " on. Rheumatic Dlscases, 19:524~529 .. 1968,

&
7. RheumaL01d Athrltls in Adults Unltcd States 1960-62. 1S

= ( . Publication No.' 1000, Series 11, No. 17, U.S. Caverndent
: Prlnting Offlced Washlngton D.C., Septemben¢§966 T

- he Ropes, M.W., ot al: "1958. Revision of,Dlagnostlc Crl.qrié.for‘
‘Rheumatoid -Arthritis.. Bulletin on Rheumatic Diseases, 9:179-
176 1958. - ’ ) ‘

. i, Beunett P.1l., Wood, P.H.N. (eds) Population Studics of “the
: .Rheumatic Dlseases. EIQ£ﬁﬁﬂin2ﬁ_Qf_Ihﬁ_IhiIQ_lQLQEBQEAQQQL

?bxm2951um, ﬂew York, June: 5 -10, 1966.- Amsterdam, Excerpta

Medica- Toundatlon, 1968, " - - ' :

Y R ) .

.« 0. dLn Ouclsten S. A., Plauten 0., Poschuna E.P.S.: Longitudfnd]'°

EEES R P ‘QUllivan, J.B., CathcarL T .5 Bol;an J. Al Dlaﬁnostlc Critoecia,

and the,Inciderce of, Rheumatoid Acthritis in Sudbury, Maséachusul'q.
S~ . . Proceedlngs of the Third International ‘Symposium on 'opulatiop
T~ . Studies of the Rheumatic Diseases, New. York, June 5-10, 1966.

\\\\ Ams'terdam Dxcerpta Medicd Fouridationj} 1968

R N
] .
\\

Survey of RA Lﬂ an Urhan DLSLFLCL of hocterdam. 'In iBid, pp- 99#498,

2 \8



-

6.

Short, C.L., Bauer, W., Reynolds, Q.E.:\ Rheumatoid Arthritis,:
Cambridge, Mass. Harvard University Preks, 1957.

Sharp, J.T., Calkins, E., Cohen, E:S., et al:  Obscrvation:. on

. the Clinical, Chemical and Serological Manitestations of

Rheumatoid Arthritis. Medicine 43:41-58, 1964,
Karten, L., et a]:. Articular frosions in Rheunatoad Archritis.-
J. Chron. Dis., Vol. 25,‘pp.'449—456 1972. Y

Research Subcommlttee of the Empire khgumattsm Councll: Gold
therapy in rheumatoid arthritis, Report of a mUJ‘l—CLntTC
cont¥rolled trial. Ann. Rheum Dls., 19: 95~lx9 i900.

Joint Committee of the Medlcal RubGaILh Council and Nuffield
Foundation: A comparison of prédni tisone with aspirin or otiuv:' |

analgesics in the treatment of rheumatoid arthritis. Aun, Rbes .

Dis., 19:331-337, 1960.

"

Bollet, A.J.,.Bunim, "J.J.: The importande of. scrial joml x-—1 g

in the evaluation of treatment of rhéumatoid avthritis. Med.
Q_;n., N. Amer., 39:439- 445 1955. :

H

v

Social Securlty bullctln. Annudl bLatlsLii§§$§uppleMQqﬁ, u.s:
Department of Health Educatlon and Welfare, Sogial- Security
Administration, .1962. - : -

Disease Control Progriams -~ Arthritis: U.S. Départment of Healtn

Education and Welfare, 1966,

@ngleman, E.P.: The, conservativc management of rheunato1d
arthritis. Chapter 19, pp. 295 - Arthritis and Allied quoru rs
Lea ‘& Febiger, Seventh Edition, 1967 .

~
’

a

Smythe, H,A.: _The\ASSessmenc of Joint Diseas¢. A monograph
published by The Arthritis Society - -Canada.

The" Co-opetrating Clinics-Committee of the Amcrican Rheumatism
Association. A Seven Day Variability Study of 499 Patients with

-

Peripheral Rheumatoid Arthritis. Arthritis and Rheumatism, Vol,

uo. 2, April 1965. .

( :
Twenty-First Rheumatism Rcvmew. Arthritfs and Rhoumatisn, Vol,

8,

" ~No. 5, PP 662 September — Octobeér 1974. .

| o o

<

L7,



“"’f’ H I A

7 A E e R ey e
RS "3’7'?-4"‘"6-»:‘!%;, 5"}"“ AP el E g » gt S P e e S ui GRS .Jj{“n .A'J-m.ms{i,.v‘“ R

-

24.

25,

© 26,

27.

s e vopt o
RO X2 Wﬂw Bt i T Spt ome W oe, Lo

~

- : o ' 98
Smythe, H A., Helewa, A.H., Goldsmith, C H..: ‘Independent Assessment
of Disease Activity in Rheumatoid Arthritis - Comparison agalnSt

ARA standards. Annals of the Royal College of Physxc1ans and
Surgeons of Canada, Vol 8, p. 76 1975. ‘

Smythe, H.A.: Non—stergidal Therapy in Inflammatory Joint Disease.
Hospital Practice, Vol. 10, No. 9,\pp. 31-56, September 1975. \

Duthie, J.J.R. .et al: 'Ann.‘Rheum. Dis., 23:193-204, 1964.

Duff, I. F., Carpenter, J.0., Neukom, J.E. Comprehensive management
of patients with rheumatoid arthritis. Arthrltls and Rheumatism,
Vol. 17, No. 5, September - QOctober 1974.

. . -
" .

28.°
29,
30.
31,
32.
33,

34-' *

" 35,

Achesoﬁ, R.M., Crago, A., Weinerman, R.E.: New Haven survey of
joint diseases XIIL: Institutional .and Social Care for, the :
"Arthritic. J. Chron. Dis., 23:843-860, 1971.

t

Logan, W.P.D., Cushion, A.A.: Morbidiby-Statistics from General

- Practice. Vol. 1, General Studies in Medical and Population

Subjects, No. 14 Her MaJesty s Statlonary Office,, London 19-58.

Spitzer, W. D.,.Harth M., Goldsmith, C.H., et al: The ArthrLLlc
Complaint” in Primary Care: Prevalence, Related Dlsablllty and
Costs.. The Journal of Rheumatologyj 3: l, 1976. .

L

4

Ogryzlo M.A., Gordon, D.A., Smythe, H.A.: -The’ Rheumétig Disease,
Unit Goncept. Arthritis and Rheumatism, 10 479J 1967.

Data provided by Rheumatic Disease Unit Directors in Canada to
The Arthritis Society.

e

Ogryzlo, M A.: Specialty of Rheumatology Manpower Réquirements.
The Journal of Rheumatology, 2:1, 1975. -

RS
Moldofsky, H., Chester, W.J.: Pain and mood patterns in patients
with rheumatoid arthritis. Psychosom Med., 32 309 318, 1970.

Moldbfsk&, H., Rothman, A.Il.: Personallty, .disecase paramecter's
and medication in rheumatoid arthrltls. I Lhron, D£§5:
24 363~372, 1971. - . '

J&W%Mvvv.m %"MW“V’%}\‘»



L I

&>

'Definibions:

I

I

It

v

- ' . APPENDIX 1

ARA FUNCTLONAL CLASS

<

Complete - ability to carry on all usual duties without handicaps.

. .

S -

Adequate - for normal activities despite handlcap of discomfort’ or
limited motion of one or more joints. . ‘

%
» «

. lell(d - only to llttle or nonc of dutlcs of usual occupatlon or
self-carc.

M '
4
+
s

. Incapacitated = l%rgely or wholly bedridden or confined-to wheel-’

chair; lietle or no self-care.

99
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Dear Dr. .~

oo
5

px " . Re: Your Patient h

¢ . < .
The Artbxafi§“8031ety, is conducting a study of the effectivenc-
of its community bimgd physmtherapy Home Service Program. The
study will invelve a health status assessment using a standard .
quesLlonnalre a detailed evaluation of the condition of joint-.
an x-ray of the hands and blood tests. A report of these evalu
tions will be forwarded to you which we hope 'will assist you wit
treatment decisions., A second assessment will be made ‘four mon i
later. Our hope is to evoIve a more useful community program i:.
patients with arthritis and we ask your co-—operatlon.‘

v

Your patient fulfills Lhe required Lrltorxx Foo
this clinical study and has given.her consent by phone. She
frqc to withdraw from the study at any time. -Your consent dul R
signed and returned- (as per attached self-addressed envelope) N '
be’ greatly appreciated.

.

L

Thaik you for referring your patient to us. )

,

: ' ) . 3

Sincerely, b ) & é
’ . « . %
Study Coorinators 3

b

L3
L4 .

ot oA

K
* ey
Dr. H.A. Smythe. . -
. . %

. o &

<4
. #
&
P
e e - : ‘ CA
Mr. Autoinc Helewa . A o K3
PHYSICIAN'_S CONSENT » . oo . 3:
. ) i . %g
I uuderstand that specially detailed assessments of . €
- s
.who is under my ‘care will.be made as part of .a study’of the N 'ﬁg
- effectiveness of tfie community care program of The Arthritis, £
ro1ety, and the project has my ' Y
. Al

. » ‘Agreemeht and support %g
.- . ' 5

I disagree DIe vevvrvoasecnoarennns P

3 . ' . . ,’\‘,;

o,

<100 3
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- ' . APPENDIX I1I

B

Dear

The Arthritis Society, .is conducting a study of the offectivencss
of its community based physiotherapy Home Service Program. The
study will involve a health status assessment using a standard
questionnaire, a detailed evaluation of "the condition of joints,
‘an x-ray of the hands and blood tests. A report of these evalua-—.
tions will be forwarded to your family physician to assist him '
with treatment decisions. A second assessment will be made f{our
months later. You, are free to withdraw from the study at any time.
,Our hope is to evolve a more useful community program far patients
“with arthritis and we ask your co-operation.

For your informafion Dr. ' has already given his
consent, by phone. '

) .
Sincerely, . - .

Study Coordinators

i e —— b - e .

-«Dr. H.A. Smythe

Mr. Antoine Helewa ' . ) -

©

"PATIENT CONSENT FORM

The specially detailed dssessments necessafy for The Arthritis

Society study have been explained to me, ahd 1 agrec to co-operate

with this project. [I-anderstand that T amerce to withdraw at any
J ‘ )

time. 0 ‘ i
. .
!
. I
DATE. e e o e eieernonnenonnas Signed (Patiﬁnt) ....... et et
. . I
: S B 1T P

101 i
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APPENDIN IV..

SELECTION CRITERIA FOR LNDEPENDENT ASSESSORS

Woman age 25-50 with no professional background in the health
field.

With a good command of the English language.

‘v

Minimum cducation: a high school diplomd; maximum: a university

"bachelor degree.

In good "eneral health, particularly w1th good vision and steady
hands.

Prepared to learn how to withdraw blood. . ’ T .
With a valid driver's licenge, and her own car:

Interested in a well paid part-time JOb but dnos not depend on
her work for a 11VLng

Able to relate well to people, pdrtlcularly those dlbablcd with
arthritis.

Resident of Metropolitan Toronto, Ontario.

-~

102



. APPENDIX V
INDEPENDEN1 MEASUREMBNT _
_ FOR
RHEUMATOTD ARTHRITIS . SUBJECTS
INITIAL JUESTIONNAIRE

I T T LT T[T

12 T4 .5 4 -7 ®& 9 10 1. 12 13 1k

Card No. Random No. Patient No. ReSpondent  Interv
) © No. No.
. a.m. :
Time Interview Began ) p.m. J
' 17 1%

Date of Interview

.
Patient's name Mrs. s Age
Miss

Address

Next of kin (excluding spouse),

.
r ' M N ~ L

Addfess .

Closest Friend :

Address .

Your O. H 1.F. No.

Number of Dependént childrén in ldmll’ ] o
under 18 living at home i . ‘51

S

Referring G.P.

Name of Tnterviewer

103.
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SECTION 1 ~ GENERAL INFORMATION
_LNTERVIEWER READ TO RESPONDENT:

»T would now like to ask®you a few questions about your tatal disease duration. 1t
is extremely important in this study that we determine as’ accurately as possible,
the .length of time you have had problems with your joints. Take your time answerin
the follow1ng questions and try to be as accurate as poss1ble." \ . -

1. Can you tell me how o0ld you were when you ﬁlrst noticed pain

in your joints? 88. Don't know _— , . _—-W
Age : 99. No answer ‘
L7

'RECORD ANY VERBATIM COMMENTS GIVEN BY THE RESPONDENT

L9

- .2« Of your total disease duration, how many months or years have you been
omgletelz free of pain 1n your Joints? .

{(months ) {years) ) . ) . ~=T

RECORD ANY VERBATIM COMMENTS GIVEN BY THE RESPONDENT

T

3. Looking back, from today,.how many months or years have you had’
continuous pain in your joints?

{months.) . (years) . L 13

[l
RECORD ANY VERBATIM GOMMENTS GIVEN BY THE RESPONDENT
. =N
’
. 59
L. Hdve you seen a specidlist for your arthritis in the laot .
() monthv ™ . )
1. Yes 2. No — :
8. Don't know 9.¢No answer ' B
L . . ‘. N . . . l'.
5. IF YES: Could you give me hig name®and address pleage? ) : - ’
Name ' A o Name ._.J;;‘J




gren om o

R e x R d

o I ) B s o

6.

105

De, you have any major illness or health proeblesn, tier tour

arthritis?
1. Yes

2. No
8. Don't know
9. No answer

~
~

IF YES:

Could you describy thos magor tlilneo v

8888. Dun't know:* .

9999, No answer » Card Nu: 0

|

B. Were you hesyitaliced £or any reacon during the laot ' bar. e

6 months?

1. Yes . T

2. No _ : ' -
8. Don't know - g
9. No answer

1

9. IF YES:

10,

Could 'you tell me.the reason for your hoopital:-at 70

i : ‘
" 8888. Don't krow
.9999. No- answer
L ' .
Has Dr, (Write in uwame of referring G.P.-From Page 1)
told you what kind of arthritis you have? T

1. YGU
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1. IF YES: . . 8.
Can you pell m~ wail he called it .or how he describted it
to you?

8888. Don't kn w
‘3999, No an.wer

> : .
Leo Haso any otner 40 tor told you what kind of arthritis you
have? . - )

1. Yes

. No . .
. Dont*t ki\ w Skip to Juestion 15.
. No answer ' .

T N0 e

13. - Could you i« his name and address please?

3

Name

Addreés

——— -y

"88. Don't kp w
99. No an.wer

.

4. Can you tell we what he called it or how he described it to you?

8888. Don't k: .
9999. No answ ¢

_léa Have you tuke . r~rlg'?or your arthritis during the .
last 4 months. ’ ) c
1. Yes
2. No 7

: ,
8. Don't krn. Skip to Question 32
9. No answer _

h TF YES- -



18,

19,

20.

21.

[}

Are/were vhey . -~

. . V
1. Plain aspirin
<. Bufféred aspirin
3. Enteric coated aspirin )
L. Aspirin combined with ther analgesics
2. 3Don't know :
9. N+ inswer
- t
Theor acjuerin . thdt vy oo wor Laking, are were

1. » grair palls
<+ 10 grain pills,
3..0ther (specify)
8. Don't know

© 9. No ancwer

How many of these pills aré- are/were you taking a Jay?

(RECORD VERBATIM)

88. Don't know
99. No answer

r
Were these pills recommended to y~u by Dr.
in name of referring G.P. £rom {ront page)?

1. Yeu

2o No
A, Don¥t know b Ok1p 6 ne ron L2
9. No anower ‘

v

How many did he. recemmend you Luke a day®

.
e

TRECORD VERBATIM)

- 88. Don't know

99..No arswer

“~

1. Yes . : \
2. No

107

they -

\

(Write

X’;(‘

41 he

Were aspirin recommended to you by aﬁy otherydoctor?



Address
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What is this doctor's name and address?

Name

&&. Don't know
99. No answer

How many did thiu doctor recommend you take a day?

(RECORD VERBATIM)
88. Don't know

99. No answer

INTERVIEWER: IF THE RESPONDENT ANSWERED YES TO BOTH QUESTION
IG AND 21, ASK THE FOLLOWING QUESTION. OTHERWISE SKIP TO QUESTION
25.

Of the two doctors you have just mentioned, which doctor was the

first person to recommend that you take aspirin? (RECORD VERBATIM)

’ -
«

X

Do you have any side effects from taking aspirifis?
. gt

1. Yes . ‘c; J

«le No .

8B, Don"t.know

9. Nu answer

. IF YES:

What are tﬁese side effects? , . )
{CHECK THE APPROPRIATE SIDE EFFECTS FROM THE FOLIOWING LIST
AND SPECIFY ANY OTHERS MENTIONED BY THE RESPONDENT)

‘01, Stomach distress

02. Deafness
03. Ringing in the ears
OL. other (specify) -

Y
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7. Have you discussed tnese side effects with Dr.
(Write in the name of referring G.P. from front page)?

.

1. Yes

2. No . .
8, DoiA't know
J. No answer

<8. IF YkS:
Dit the e e o promgl W ot - (READ CHOICES)

Ol. reducc the doo g,

0l. change  Jour medzeation

03. take you oft all medicat ion
OL. do nothins

05. do something else (specify)

. 88. Don't know *
/ v+ 99, No answer

29. Have you discussed these side effects with any*cther doctar?
1. Yes '

2. No R )
8. Don't know = Skip t  Juestion 32
9. No answer N ]

50,  IF YBS:

Could you please give me thi, Jdoectorts name and elde

Name
|

Addres% - .. L ) ' \ Y

88. Don't know . : - .
99. No answer . ‘ " Co '
i
> j - N

" 31. . Did this discussion prompt the doctor to - {READ CHOICES)
0l1. reduce the dosage \ e
02. change your medication . »
03.. take you off all medicataon .. A .

>

wm
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“INTEHVIEWER: QUESTIONS 32 THROUGH 39 HAVE TO DO WITH' THE VARIOUS
KINDS OF PILLS THAT THE SUBJECT IS TAKING. WHEN ASKING THESE
QUESTIONS TRY AND GET THE SUBJECT TO ANSWER FROM MEMORY AND NOT
FROM LDOKING AT THE LABELS ON_ THE CONTAINERS OF THE PILLS."

"At present, are you taklng any other 'kinds of- pllls for your
" arthritis that- Dr. . (Write in the name of

1. Yes

33.

.2.-No . :
8. Don't know " P Skip to Question 34 5

referring G.P. from front page) prescribed for you?

9. No answer

Without looking at, yeur plll contalners, .
could you tell me what these pills are, how many you take
a day and what you are taking them for? - )
(INTERVIEWER: LIST INFORMATION IN THE FOLLOWING CHART. PROBE : L
FOR RESP(MSES UNDER EACH RESPECTIVE COLUMN. INDICATE DON'T
KNOW WHEN THE RESPONDENT CANNOT PROVIDE AN ANSWER)

Name of Pills Daily Dosage. ,‘Reason for Medication )

12

. 19 20
ié%&;ﬂ y ™ T
% \%@
b \ — 25 26
5. 'u‘ 4 s ‘ ".)
. o3 32 )
60 S~ , -
P at . . R .37 38_ 4
® - v 1 - -' ‘;
s 1

Y

s
» et w,
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9

34. At present, are you taking any pills other than asp.rin for your
arthritis’ that have been prescribed for you by a doctor other than

doctor, - (REFERRING G.P. )
. Yes | PR
) . C Y
2. No .
8. Dontt know Skip to Question 37
9. No answer "
t . 1+3
35. Gould you give me this doctorts name and address? ) -
' - ' Name
" Name .
~ o . Ll L5
Address ’ S— -
Address | - I

R X SN

:88. Don't know

99. No ansyer . = .. t R o
| ' i 'Lﬁ ,
o ‘ . [ o l&l ~ "
' ‘ o 1 2 34 5 c
\ ) » . .o o ' Tard No. Patient Nos

36. Without looking at your pill containers, could you tell me .
what these pills are you are taking, how many you take a day . "<
, : and what you are taking them for? T :
) . * " (INTERVIEWFR: LIST INOFMRATION IN THE FOLLOWING CHART. -PROBE
FOR RESPONSES UNDER EACH RESPHCTIVE COLUMN. INDICATE DON'T KNOW

WHEN THE RESPONDENT CANNOT FROVIDE AN ANSWER. )
;‘ Name-of Pills - Daily Dosage Reason for Medication . '
. * ., * . . i gy
: 1. X L.
g- ' ‘ . N A N ' ~
2 . o . : 6 7 8 .9
&j i 2e - . - o ' . .
d - ' - '. o T . ' ' 1
i AR : G122 S VAR 1
5 .3 , : . ) -
% . PP - L P
B C bl
¥ o 18 19 20 21 .
' l#- . ’ - o - . * *
! 1 K & ’ ' o e *
y e \
o A Yoo
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Name of Pills Daily Dosage ,‘ Reason for Medication . -
o .
30 31 3<02
) )
6.
i 36 37 3739
i 37. Are you reguldrly taklng prescribed pills for any other condition?
1. Yes . ‘ :
. 2. No . ' . i N l . ] )
v 8. Don't know f—— Skip to Question 39’, :
- 9. No,answer, . T, . L2

38. IF YES: Without looking at your pill containers,

you are Laking them for?

could you tell me what these pul are, “how many you take a duy,.dnd what

(INTERVIEWER: LIST INFORMATION IN THE FOLLOWING. CHART. PROBF‘ FOR Rl SPONSES

‘ UNDER EACH RESPECTIVE COLUMN. INDICATE DON'T KNOW WHEN THE RESPONDENT
.. CANNOT PROVIDE AN ANSWER). '
Name of Pills Daily Dosage. Reason for Medication
L - - . -

13 b L
o . . . ' B | .
S = = =
| . ) . . . Ly 50 ¢ 4l
3. : :

T T W w R TR S
&

A

« . . .
. . .
- . " . ' ‘a . ~ »
.
R .
. . : - .
b . "
. . o . o
% N ] . .
.
.

* L, {,'{'

J0
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39. INTERVIEWER: IF THE SUBJECT HAS MENTIONED ANY FRESCRIND 1ILLS SHE HAU
BEEN TAKING, ASK-THE FOLLOWING QUESTIONS. OTHERWISK SK1I' TO QUESTION 40

In the last few ‘questions, yéu have mentioned.the preseribed pills that

you have been -taking. I would like to know if 1 may tuke a look
at the labels on all the containers of prescribed pill. that you have

mentioned.

_ 1. Yes
e 2. No
8. Don't know
9. No answer

IF_YES: (RECORD FROM IABELS) o
Name of pills

Daily Dosage “Prcscriblng,DSctor

{]

N '
1. N
P 78 g 10
2. N | -
; 131, 15 16
, . . | LI
- O : ~ 1930 1 o
X _ |
‘E:>> he (///r 226 1 2728
| T 1
| o T 32 35 3
l
6. = ~7 38 39 10
7. N
L3 L4 LS5 L6
8. ; | It y
1950 51 52
9. : 1
. 55 56 5T 58
' . . T -
. 10. SR s T



40. During the past year have you ever received any medication |
(Write in name.of referriny

by injection from Dr.
G.P. from front .page)

1. Yes
© 2. No '

8. Don't know b Skip to Question 42

9. No answer

A

41. - IF YES:

. Can you give me the names of the medications, how frequently'.
they were given, where they were given and what they were given

for?

(INTERVIEWER: LIST INFORMATION IN THE FOLLOWING CHART. PROBE
FOR RESPONSES UNDER EACH RESPECTIVE COLUMN." INDICATE DON'T KNOW

WHERE THE RESPONDENT CANNOT PROVIDE AN ANSWER)

st P 2

Name of Frequency of ~ Site of : Reason for
. Medication Injections Injection " Injectien:

\

2.

2

L. Durlng the Egst year have you ever r0301ved any medlcatlon by '

injection from any othcr doctor?
1. Yes
2. No.

8. Don't know P Skip to Question Aﬁ
9. No answer ’

o
4

=[]
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IF YES: ‘

Could you give me this doctors name and address please?

Name

Address

88. Don't know
99. No answer

IF YES:

Can you give me the names of these medications, how frequently

they were given, where they werc given and what they were. given for:
(INTERVIEWER:- LIST INFORMATION -IN THE FOLLOWING CHART. PROBE FOR
RESPONSES UNDER EACH RESPECTIVE COLUMN. INDICATE DON'T KNOW .
WHERE THE RESPONDENT CANNOT PROVIDE AN ANSWER). , .

) Siterof Reason for
Injection Injection

Name of
Medication

Frequency -of
dnjectionss
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INTERVIEWER: IF THE RESPONDENT IS TAKING ANY PILLS (EXCLUDING
ASPIRIN) OR RECEIVED INJEGTIONS - ASK THE FOLLOWING QUESTIONS.
OTHERWISE SKIP TO QUESTION 53.

‘ L
Do you have any side effects from any pills, other than aspirin,
that have been prescribed to you by any doctor?

1. Yes *
£+ NO
2. .Dun't know = Skip tu wuestion 53
9. No anower ' 68
IF YES: o
Could you describe these side effects?
l. Yes . .
2. No 1 ' ' o .69
8. Don't know f—= Skip to Question 48 ' - :D
9. No answer " . m I
. 12 3 L
. . ’ Card No. ' Patient
37.7 IF YES: - (SPECIFY)
Drug Side Effects

L N

o~
ﬂ

e
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-49.

J0.

51.

IF YES:

Have you discussed these side eftects with Dr,

(Write in the name of referring G.P. from front page).

1. Yes ' .

2. No : . }
8. Don't know ) T
9. Ngo answer . :

IF_YES:

Did his, dlscu551on prompt Kim to - (READ CHOICES)
0l. reduce the dosage - ’

02. change your, medication

03.. take you off all medlcatlon

Ok, do nathing .
05. do something else (spe01fy)

88. Don't know
99. No answer

L)
.

Have you.discussed thesc side effects with 'any other doctor?
1. Yes
2. No |

< 8. Don't know = Skip to Question 53 .

9. No answer -

Could you give me this doctor's name and address please? -

Name ~ . . . . . X " Name

Address

.

52, D1d this -discussion prompt this doctor to —(RLAD CHOICES)

Ol..reduce the dosage:

02. change your medlcationg .
03, take you off all médication
O4. do nothing

05. do somethlng else (speclfy) '

e

88. Don't know
99. No answer

37 38

Address

117

36-

39 40

41

L

L 45

Lo LY
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“3. Have you had any other form of treatment for your arthritis

during the last year? »

1. Yes '

2. No '

8. Don't know = Skip to Question 55 %6

9. No answer

‘. IF YES:

What kind of treatment is thisy - ) t
——
5H1
{)t

55.° INTERVIEWER: THE FOLLOWING QUESTION REFERS TO ANY KIND OF

TREATMENT THE SUBJECT HAD (i.e. pills, 1n3ectlons, ete. )

« AND NOT SPECIFICAILX TO QUESTION 53.

In the past 4 menths, has dnj treatment you have beén rec91V1nb

for your arthrltls resulted in any ‘changes, such as -

(READ CHOICES) . . ,

4. A general change in the degree of paln you have

1. Yes - for the better

2. Yes - for the worse ., . . ‘ [:]

3. No : . . :

2. Don't know , : . [ * 59 )

9. No angwer ’ Ly o

bo A change in the dogree of (futigue you have
) I. Yoo = for the better ’

oo Yoo = or Lhe worte -, vt .

. N . Y

oot bnow . i ) ' '

Do 0 aowWer : . 0 S

) w(

¢. A change rm your degree of mobility

1. Yes - for the bgtter .
. Yes - for the\warse: '3
. No

. Don't know
. No answer.

O o A

61




d. Any other changes (specity)
1.

2.

1.

95s In the past 4 months, has your overall condition changed in

such as for the

1l. better
2. wWorse :

3. or no change at all .
. -Don*t know , -
. No answer

~O

57. By how much has your condition changed 1n the last 4 months?
: (READ CATEGORIES TO REST ONDENT

1. 25% :
2. 50% ° . .
3. 1%
- L. 100% .
8. Don't know
9. No answer

(RECORD VERBATIM)

»

. 2.
3.
8.
9.

Yes - for the
Yes - for the
No

Don't know
No answer

Yes ~ for the
Yes - for the
No

Dori't know

No answer

Yes - for the
Yes ~ for the
No )
Don't know

No answer

better
worse

better
worse

better
worse

Skip to Question 2.01

.58. What do you feel are the reasons for thla change in

119

any way.

\ygur condition?

. » .
[T TP S
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SECTION 2 - FUNCTIUNAL CAPACITY

"MOBILITY

2,01 Walking

d.

‘9. No answer °

Can you walk onc block?

~r L
Arc you ablo to walk at all with or withoutl help:

1. Y
Lo Yoo = with difficulty

. No ;
. Don't know —Skip to Question 2.02
. No answer

[No 2o s ELIN

120 |

018
12
Card No.
IS

When you walk, do you walk by yourself, without ‘the help -

‘nf a cane, crutches, walker »r another persen?

1. Yes ) '
2. Yes — with difficulty

3. No - what kind of aid or assistance do your require?

(specify)

8. Don't know
9. No answer

“Are you able tu walk withun your houme?
o . .
1. Yés ) . ..
2. Yes ~ with difficulty
3. No - : ’
8. Don't know S Fokip to Question 2000
9. No answer “ '

Are you able to walk ovutside your home?

1. Yes. )
2. Yes - with difficulty .

3. No T
8. Don't know —— Skip to Question 2.02

1. Yes

2. Yes - with difficulty

?: No-

o oo

et
Q

- oy
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g

A L

R T T

R IR T T oL |
K o 3

t,o,
el

t,

:f
3
{



¥

¢an you walk four tlocks or more?’
1. Yes

2. Yes -~ with difficulty

3. No . \ _
8. Don't know ‘ Skip to Question 2.02
9. No answer

Can you walk one mile?
1l.Yes
2.Yes — with difficulty

3. No 1
8: Don't lmow ISkip to Questior 2.02

9. No answer I

Can you run several hqndred yards?

1. Yes
3. No.
8. Don't know
9. No answer

\

2.02

In the last 4. months, has yéur\hbility to walk .
changed in any way, su¢h as for the

1. better
2. worse .

3. or no. change at all

8. Don't know
9. No answer

15

72,03

a.

Use of Transport

If you had to, at this time could_you pravei in a
bus, street car or train? o

l. Yes®

2. Yes — with difficulty
3. No ° :

8. Don't know

9. No answer

If you had to at this time, could you travel by car or: taxi?

16



2 . OIJ

in the last 4 monthks, has your ability to use
transport changed in any way such as for the

1. better

2. worse

3. or no change at all
8. Don't know

9. No answer

122

18

~.04

kN

S’

Climbing

Are you able ‘to climb stairs with or without

help?

1. Yes

<. Yes - with difficulty

3. No . d
8. Don't knaw -
9. No¢ answer {

At this taime, can you walk up 2 flights of

stairs (1t steps)?

1. Yes B .
2. Yes - with difficulty

1

3. No
8. Don'‘ know
9. No aaswer

Skip to Question
2.06

At this time, can you walk up one fllght of .

stairs (8 steps)?

1. Yes-
2. 'Yes - with difficylty

30” NO
8.  Don't know
9. No answer

2. Yes - with difficulty’
3« No -

8. Jon't know .

9. No answer

2. 06

" Are you able to walk up bw6 to four steps?
1. Yes i ’ '

Skip to Question 2.0v

b

| Sklp to Question '

19

21 -
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In the last 4 months, has your ability to climb §£airs

changed in any way, such as, for the

1. Better

2. Worse

3. Or no change at all

8, Don't know

9. No answer " -

23

2.07

Chairs and Transfers

" Are you able. to get from bed to (chaxr/wmelehair)

and.back again?

1., Yes
2. Yes - with difficulty’

. 3. No

8. Don't know
9. No. answer °

Are you able to get up from.an ordinary chair?

1. Yes .

2., Yes -~ with difficulty
3. No

8. Don't know

9. No answer

If you had to, could you get, up from, the floor
by youx'seli">

1. Yes
3. Yes - with difficulty
3. No’

8. Don't know

9. No answer

24

25

26




2.08 In 'the last 4 months, nas your ablllty to move ou )
- of bed,. out oﬁ a chair; or get up from.the floor
. . changed in any Wway such as, for the

1. Better .

2. Worse

" 9. No answer ) . . —

%

PERSONAL- CARE-

2,09 Eating o o \ . '
<a. At present, are you able td eat without ' the use of
speclal uten51ls° . ; ) .
A Yes T ‘ . R
2. Yes = with dlfflculty - .
; 3. No, A
o : . & Dun't know
, 9. No answer :
b. At prese%f, are you able to eat without the assistance
' -of. another -person? © :
. ~ 1J Yes - .
. ' 2. Yes - with dlfflculty ) =

. 3'0 NO ' - ) .

2. Don't Know D . v
9. No answer - LT N

.c.' At present, are &ou able to cut meat'by ¥pu;sélf?

o Y. Yes . _ : e ‘ -
N . eRe YeS - WIth dlfflcul‘t,y ‘ P v i . [
ooy . ‘3. No .. ‘ ' .
. . 8. .Don't know . . "

. 9+ No arswer
d. . At present; are you able. Lo grip ér-carry glasses,
cups, or pnts{ ’ :

l- YLQ ) . . ' o ‘ ‘ -
2, Yes - with dlfflculty S )
q No . - - . Kl ) il

e

J . ’ -, >

. ot ' . 3. Or no change at alef‘\\\\\_;_~\\ T . ’ c
p 8. Don't know < T .

.
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-n

At present are you'able to pour ‘tea or coffee trom

det'>‘ . .

l. Yes

2. Yes — with difficulty
3. No' .

8. Don't know

9. N& answer

.

[y

-

5

2.10,

In the last 4 months, has your ability to feed Jyourself

changed in any way, -such’as for the

1. better
. 2. Worse .
3. or no change at all
*8.. Don't know
9. No answer

o

) : -
B ) 33

2.11.

S R

Dressing

At present,aré &Qu-able to

1. Yes

.. 2. Yes — with dlffmculty

dfqé§ and undress completely?’

3+ No - What kinds of aids or assistance do you require° ,

(specify)

8. Don't know
No answer

®

Cén‘you manaée all yoilr buttons, ‘zippers and fasteners?

1. Yes- .
2. Yes - with dlfflculty
3. No =~

.3
* 8. Don't know

»

-

iy Fe”
Xk T
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c¢. Can you manage stockings or shoe taces?

1. Yes

2. Yes — with difficulty

3. No ' 38

8. Don't know :
- 9. No answer

< .
d. Can you manage all other act1v1t1es related to dre551ng
and undressing?

1. Yes
. 2. Yes - difficulty with' some
3. Yes - dlfflculty with most
L. No
8. Don't know - ’ 39

. 9. No answer )

e. Could you tell ‘me which dréssihg activi£ies are
" difficult for you or’that you are unable to
manage : (SPECIFY)

0l. None
02. Not applicable (doesn't get dressed)

HDifficult' ) Unable to Manage

LO 4l
L3
2.12 In the last 4 months, has your ability to dress and
undress changed in any way, such as for the .o )
5 1. Better ) .. . .
“ . 2. Worse, . .

3. Or no change at'gll- - - . ' "
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213
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|
Washing and Grooming

Are ybu able to turn taps and faucets off tightly? -

1. Yes

2. Yes — with difficulty

3. No .

8. Don't know _ ) N

9. No answer R ’ . .
Are you able to wash your face and hands? -

1. Yes . ’

<. Yes - with difficulty - . -~ . -
3. No

8. Don't know
9. No answer

Are you able to brush your teéth?

1. Yes )

2. Yes —.with difficulty -
3. No °

8. Don't know

9. No answer-

Are you able to apply makeup? . . - A ) X .

1. Yes LT o

2, Yes5 — witn difficulty :

3. No .

8. Don't know - )

9. N¢ answer , . . . v
e ’ ' ) “

Are you able to wash your hair? )

1. Yes o _ . o . .

2. 'Yés — with difficulty . )

3. No '

8. Don't know " !
9. No answer ) \

" Are you able to comb your hair?

1. Yes

2. Yes = with difficulty

.. ’No . .
8. Don't know ° .

~ 9. No answer : C )

Are you able to bathe in a bath tub?

1. Y,es' ’
2. Yoo - with difficulty - .

30 NO * - e

oy

.
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e
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Are you able to bathe witnout relying on a bath stool

or bath tub board?

l. Yes
2. Yes — with difficulty

3. No .
8, Don't know

<« 9. No answer

Do you rely oh showers?

" 1. Yes

2. Yes - with difficulty
3. No

8. Don't know

9. No answer

Skip to Question J

Are you able vo scrub all parts of your body‘>

1. Yes
. Yes & with dlfflculty
. No
. Don't kno s
. No answer )

(Nele R IN V]

I4

128

53

2.14

In the last monthé, has your ability to wash and groom yourself,

1. Better

2. Horse .
. Or no change at all

. Don't know '
. No answer’ i

Nele QW]

. changed in any way, such as. for the

Todlet

1. ch

" Are you able to use the toilet

2. Ygs - with dlfflculty (includes raised toilet

set or .commode )

3. No (relies on bed pan or other means)

8. Don't know

..
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" wORK/PLAY ACTIVITIES

2,16

b.

Special Hand and. Arm Functions

Are you able to grip and turn a door

. 1. Yes

2. Yes ~ with difficulty
3. No”

8. Don't know

9. No answer

Are you able to grip and turn a key?

l. Yes

Z. Yes - with difficulty.
3. No

8. Don't know

9. No answer

Are you able to use your fingers for
as picking up change?

1. Yes .

<. Yes - with difficuity

3. No *

8. Don't’ Know

9. No answer

’ M .
o . .
Are you able to open jars with screw

- 1. Yes

4. Yes - with.difficulty .

3. No

8. Don't know

. 9. No answer

knob or handle?

fine’ work such

tops?

Are you able to use a pen or pencil to write with?

1. Yes )

2. Yes —-with difficulty
3. No .
8. Don't know

9. No answer

Are you able to use scissors for cutting or grooming

your finger nails?-:

1: Yes

2. Yes - with difficulty
3. No '
. Not applicable

. Don't know

. No answer ot

O o

.

I3

129

57

58

59-

o0

61




3. No

2

o ‘ \ ' 130
. . : . ) . . )

Are you able to use, scissors, for cuttlng and grooming
your toe nalls° -

1. Yes ‘ : .
2. Yes - with dlfflculty . ‘ ’ .

L: Not applicable .
8. Don't know ‘ . 63
9. No answer

+

In the last 4 months, has your ablllty to perform thése
hand and arm functlons changed in-any way, such as for the

1. Better . N
2. Worse v, - 2
3. Or no change at all ) '
8. Don't -know
9. No answer °

e T

Work Outsidg the Home

Did yolu in the Eési work for pay or participate in a
volunteer activity outside your home?

1. Yes ‘ '

2. No )

‘8. Don't know ' . ) ‘ - 65
9. <No answer . ) ' ‘

»

Do you now work for pay or partlclpate in.a volunteer
.act1v1ty oltside your home? .

1. Yes X L : -
2. No RO ) o T e
8. Don't know . ) . ) - '

9. No answer B : L . 86

<,
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INTERVIEWER: IF RESPONDENT ANSWERED YES T0 (a) AND NO TO ;

(b) ASK THE FOLLOWING.QUESTION. OTHERWISE SK1P TO UESTION
(d). '

c. -Has this changed - (CHECK AS MANY' AS ARE APPLICABLE)

1. Because of Arthritis
2. Due to retirement
3. Due to other reasons (specify) -

8. Dontt know 67
9.. No answer

d. Have you evér tried to obtain employment in the past?
1. Yes ' '

" 2. No
8. Don't know o )
9. No ‘answer . .. . B

.
N

Co. Looking back, do you think that 1f you had wanted ty, : ' .
have obtained employment at-any time in thé - g
. past O present, in spite of your arthritis? ' .

1. Yes | |
2. No ' ) oo
8. Don't know : ’ 69 .
9. No.answer : o

* N . .
v . . 2

foo If §hu had to, are you able, at present, to perform
in either volunteer or. pald employment outside your home?

1. Yes . - !
2. No . ¢
8. Don't know )
9. No answer

“
54
3

™

3

S e

~eaat

. T 70
¢.+ In the last 2 weeks, how many dayb were you confined ] ‘

to your home because of arthritis? = N i
(RECORD VERBATIM) -~ - : ' . g O

. . .
“
- . ; . —
. ' . . . .
Y . i
. .

(¥ of days)
. _ 71 72

r

v

2
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Work at Home

hi  Are you able, at present, to work around the house doing

such things as light house cleaning, washing clothes
and doing minor home repairs?

1. Yes . _

2..Yes - with difficplty
. R —————

3. No

8, Don't know e Skap to Question j
9. No_answer M

-

1. Are you ahle, at présent, to do heavy work around the

house’ such as washing windows, moving furniture,
sweeping floors,. digging the garden, mowing lawns,
shovelling snow, and putting out the garbage?

. -

1. Yes ~ }

2. Yes - with difficulty
3. No

8. Don't know
9. Nq answer

*

¢ S
-Rest Periods T .
. . Id .
Je How. long can you work before you must
take a.half an hour break? - '
(RECORD VERBATIM) “ . :
: (minutes ) ' (hours) ~ 8 9 10



2.19 - In the last j months, has your ability to do light or
heavy- housework changed in any way, such as for the

1. Better

2. Worse .

3. Or no change at all . . .
8. Don't know )

9. No answer

-

v

.+ 2.20 Play
'A»~;\\a*\\22tiziixff’present, participéte inr any recreational
activity or hobby C
1. Yes

2. No

8. Donft know |Jeeewm=s Skip to Question 2.21
9. No answer '

b.  Whdt activities or hobbies do you participate in?

1. Skiing |
2. Tennis '
L. Swimming . .
. 5% Walking ' 2N
L 6. Activities, hobbies in the Home only -(specify)

7. Other (specify)

.
B e A e L T

Don't know
No answer




t 34

A A

In the last L months, has your ability to participate 1n
recreational activities or hobbies changed in any way, such
as for the

1. Better .

2., Worse .
3. Or no change at all

8. Don't know 15
9. No answer

s
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SECTION 3 DISEASE ACTIVITY

-

Now 1 want to ask you about tenderness in the joints'of‘

* your hand and ‘wrist. I want to know only about tenderness
with pressure directly on the joint, not-tenderness present
between joints or at a distance from the joints. .

Below is a picture showing the left and right hands,
with certain joints marked "a" and "b".

3.0l Do you experience any tenderness on side to éide
pressure .in the joints marked "a"?
. .
On front to back pressure of joints marked ~"b'?
(Circle the joints with pain or tenderness. )

" Add number of joints circled
INTERVIEWER: INDICATE THE ABSENCE OF ANY JOINTS. DUE TO AMPUTATIONS

16417



2. (03

1,06

»

Now I'm going te mention other joint: . whicn tenornens
oy, ur 1ot

may be noticed, Do you have any tendo rme o
wri.t oo front Lo bch preoLum “

l. Yero . Ty
2. No L

8. Don't know : o~

9. No answer

L}

Any tendernecs onopressure o your, right wrist

l. Yes ¢ 8
Ze No C . . .
R. Don't know ’
9. Mo answer

S

After you gently bend your left elbow fully, try t:
force 1t with the other hand a little further. Doe:
that farcing give you-a sharp increase in pain? What

if you straighten it fully and force it further?.

1. Yes

e No

Se Don't know s
9. NO anuwer

-

After you gcntlj bend your right elbow fully, try to foree
it with the other hand a little further. Does that forcing
give you a starp increase in pain? What if you straighten

it fully and force: it further?

l..Yes “
2. No .

8. Don't know

9. No-answer

INTERVIEWER: IF ON ASKING THE FOLLOWING QUESTIONS, THE
" RESPONDENT 1S UNABLE TO REACH HER KNEE, THEN TEST FOR

PAIN YOURSELF.

<

" After you gently bend youf left knee fully, try to fbrcg

20 -

it with your hands a little further.-Docs that forcing give

it fully‘and force it further? )

1. Yes ‘ °
2. No .. . T

8. Don't know ’ .

9. No answer . o -

. you a sharp increase in pain? What if you straighten-

“

136
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3.07

3.08

3.09

3.10

3011

* 2. No

1
2
3
- L. Not able to walk or move ankle
8
9

137
o -
After you gently bend- your right knee.fully, try to
force if with your hands a Iittle further. Does that

- forcing give you a sharp increase in pain? What if =

you straighten it fully and force it further?

1. Yes ‘ .
2« No ’

8.’Don't know ) 29
9. No answer -

Do you have any pain in your left ankle on mov<nmnt
or walk1ng° .

1. Yes

2. No .
3. Not able to walk or move ankle
L. DOn t know

9. No answer’

-

Do you have pain in your rlght ankle on movement or walking?

w’y

1. Yes

3+ Not able.to walk or move ankle "
8. Don't know . y : "

9. No answer : . - 27

o

@

Is the front half of your -left foot on walking....

1. Very painful

2. Somewhat painful’

3. Not painful °

L. Not able to walk or move ankle
8. Don't know o ., 28
9. No answer "o '

a

Is the front half of ‘your rlgg foot on walklng.....

o ~

. Very palnful ’ .
. Somewhat painful )
. Not painful

. Don't know’ L . .
. No answer o . 29

e , -
e
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3.12 - . . .
. 4. During the last week, did youw have morhing stiffness
in your joints or mu&clv“ when you got out of bed
and )tdr‘tcd moving around?
1. Yes - alwayo'
g 2. Yés -~ usually
- 3. Yes — sometimes
L[,'- 'NO i . 30
8. Don't know == 3kip t¢ Question 3.13 <
9. No answer - : ’
b.  After you got up and started moving. around, how many
, . minutes or hours during the last week did your morning -,
stiffness last?’ . _ ‘,
(RECORD VERBATIM) ' )
{minutes) (hours)
. . -31 32 33
<>
" 3.13  INTERVIEWER: TEST PATIENT'S ‘GRIP STRENGTH MEASUREMENT.
: INDICATE READING ON THE SCALE IN THE APPROPRIATE SPACE. 3
- “ . ' *R'ight Grip ‘ - . :
%% . . - ) a ) 3L 35 36
‘w‘ ... . ! - . &
. . Left Grip . N [ﬁ . g
' ' © o 37.38 39

I would apbreciateti{, if you would now let me'léok at
the back of your elbows for the presence of nodules.

IﬁTERVIEWER - Are nodules prééeﬁt?

1.

T 2.
. 3.
&

9.

Yes

No .
Subject refused
Don't know

No answer




[
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© 3,15

3,16

3.17.

3218 .

Have you ever had a -red scaly skin rash near your
elbows, knees or scalp?

lo 'Yes

2. No
8. Don't know Skip to Question 3.17
9. No answer o . .

o

Were you told by your'doctor that this rash was
psoriasis?

1. Yes .

2. No

8. Don't know
9. No answer

-How many grades of formal schooling did you complete,
. starting with grade one?.
»(RECORD VERBATIM)

I have one final question to.ask you before we end this .

" part of .the interview. Here is a card with various

income levels on "it. Could you 1nd1cate please -

. The letter which corresponds to.your present yearly

personal income

RECORD .
(See codes below)

. Could you indicate the letter which coerrespands to:

your total yearly family income please?

RECORD
('ée codes below)

CODES FOR_QUESTION 3.18° - . o

Ol - a 0971 i .

02 b 10~ j

03 -¢- - 11 - k .

0L~ d 12 -1 j

;39”

L1

-INTERVIEWER : WITHDRAW BLOOD NOW AND THEN ASK QUESTION 3 17
'and 3.18 - . .

SL3 L

L5 46

KT L8



140

SECTION 4 — EVALUATION OF INTERVIEW

(TO BE COMPLETED AFTER.THE INTERVIEW HAS BEEN COMPLETED)

4.01 length of Interview
. {minutes)

4.02 Was anyone other than the respondent present
during any part of the interview?

‘l. Yes

e No | - }— Skip to Question 4.06

4,03 IF YES: _ : ) /

Who. was it? .

L.0L Did anyone other than the respondent contribute information?

L. Yes
2. No.

4.05 IF YES:

Give reason(s) why.

4

L.06 Was Lhe Llevel ol comprehension  on the part of Lhe
O ‘pondon{. :

A . Uns Fatisfactory
N 2. Satlbfactory
3. Excellent, .

TR Ty AT

TYTRY . TR TR S T e T

h'07 Were there any maJor distractions during the interview? .
Y. Yes' - |
‘3. No *¢ o '
FE RN o "
4,.08 IF YES: Tt .
What were they? :
$ ; . './



bt £ 2 DL 3

LRt

.11 Were you able to draw blood?”

4.09 Status of interview

1. éompleted )
2. Broken off

3. Refused to contribute some 1nformat10n
L. Total Refusal

4.10 For code 2,3, or L, give reasans

l. Yes : o . .
2. No

4.12 IF NO:

Give reason

L. 13 In your ‘opindion, will the patlent be able to dee
‘ hlS x-ray taken?

—I——.—_.__-_ .

l. Yes ° j— Skip to Quéstion 4.15

2. No g T

Lellh IF NO: -~ °

Give regsons

A 15 Provide the following xnformatlon regardlng x-rays.-
Name of Faelllty where they will be taken.,

~

141
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. Blood Test Resulls

E.S.R. Level o -

(FLLLED IN BY INTERVIEWER) _

LATEX FIXATION LEVEL :

P
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SERUM SALYCILATE 1BVEL

o

e

URI¢ ACID LEVEL

13 1

15 16 17

9 10 21 12

L 4
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TONENLE P

417  GENERAL COMMENTS OF INTERVIEWER

(NOTE: DO NOT MENTION RESPONDENT'S NAME)

1

20 21

4L.18 How did you feel about the respondent and the xntex:if;iew after the
interview had been completed?

A
.

Bl

: 22 23

2L 25




SECTION 5 ~ MOOD ASSESSMENT
(TG BE COMPLETED BY INTERVIEWER)

DESCRIPTION

NOT AT] <A QUITE
ALL | LITTLE A BIT
o . 2 3 L 5

EXTREMELY _

ANGRY

ANXIOUS

APATHETIC

_CAIM

CRITICAL

DULL

ENERGETIC

ENTERPRISING.

TRRITABLE

RESENTFUL

SARCASTIC

SLUGGISH

. SUBMISSIVE

TENSE

WORRIED

iy

R T

o et



APPENDIX- VI

\
=
o
* INDEPENDENT MEASUREMENT
_FOR
RHEUMATbID ARTHFITTS' SUBJECTS
FINAL OUESTTONMNAIRF
Time InterQiew_Began . a.m. - ZLAAJ
: : p.m. . .171819 20
Date of initial interview . .l ' J
C. d ) h ‘ ! —
(day) ~ (month) (year) 5753 3334
Date of final interview - L, J ] I '

(day)  (monch)  (year) = o5&~ 53735

Has the final interview been delayed ty one week, past the 4 montﬂ deadline
1. Yes 2. No ' \

1F YE§: wWhy? ‘1. hospitalization
. 2. sickness

3. holiday .
4) other (specifv)

Patient's age ] .

. Ms.
Patient's name Miss
v . . Mrs,
Address

Telephone no.’ . . IR ”///

Marital Status ‘1 - single - 4 - separated
' . 2 - married 5 - widowed
o 3 - divorced .6 - common law

Subjects 0.H.I.P. NO.

.

Subjects weight

Subjects height

(feet) (inches)

' 38 39

e [
49

40 41 42 43

Referring doctor

145

50 51
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- SECTION 1 - GENERAL INFORMATION

-

(.
1. During the past 4 ronths, how many visits have you recelved from the
C.A.R.S. Physiotherapist?. ‘

. . 88. Don't know :
aber) 99.. No answer

: 2.-Are you st1ll receiving physiotherapy treatmert at hame?

1. Yes ‘ : ‘
2. No ' ’ *,
8. Don't know '
9. No answer T

: ")

28

3. During ﬁhe past month, about how often did you receive these visits?
Wore they -

. none

. cnce during the ménth
. twice during the month
. threé times .
. four times- . "
. more than four times .

. en't know

. No answer-

b O

DU W)

4. How often did you see your, family doctor about vour arthritis in the
last 4 months? (RFCORD SPICTIFIC NUMBER)

5.

-

. 00. None

A . - 88.(Don't Fnow

& (number) a9, \No answier

i

¥

% 5. Were you in contact by telephone with your family doctor about your
k& arthr:.tls in the last 4 ronths?

g«‘ l.—Yes

. 2. No .

:‘ : 8. Don't know Skip to Question €

z 9. No answer .
IF YES: How many times? (RECORD SPECIFIC NUMEER)

7N,

(nurber)

R P
el LN x

e Bosas
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7. IF YES: Could you give e his or thexrr names and address?

Name Address

0
v

8. Have you received any other health ‘or social service for your arthritis
" other-than C.A.R.S. physiotherapy?

1. Yes

1

. No
. Don't know —— Skip to Questior 10
. No answer ’

O 0N

O

Name - Address o K

5

. IF YES: Can you give me the name of the person or agency and the address?

0. Did your doctor or Spécialiqt refer you for'x-rays of your joints 'in
the past 4 months? (NQIF: other than those taken of the hands 4
months ago) .

1. Yes

2. No B .
8. Don't know |—— Skip to Question 12
9. No answer '

.1. IF YES: What did you have x-rayed? (RECORD VERBATIM)

<
A}

a

12 Did your doctor or specialist.do any blood tests for your. arthritis
in the past 4 months”

1o Yes™

* 21 No ' ’ *
8. Don't know Skip to Question 14 . ..
9. No answer ' . _ : . o )

e
TN

v

A Ty P
!



14,

T 16,

17.

" 9..No answer

Did your doctor or specialist inject any of your
joints in the past 4 morths?

1. Yes

2. o R .
8. Don't Fnow — E&lip to Question 1€

A ' . 1 2 3 4 5
' 112 | |
Card No. Patient Mo.

. IT YI€: vhich joints and how often? (LIST ONI' JOTMT PIP LINK)

Joints Paw Of ter

4. - — ) 4 Dl‘s

S . e
6. I - [_‘21

——

7. ' L Nz
8. : - __;|27
. ) .t
bid you have any other laboratory tests for your arthritis

during the past 4 months, other than hlood tests?
1. Yes

A

2. No . .
8. Don't know - Skip to Question 18\
O, Nc answer

! )

IF YES:® (Specify)

.

Y

P

st
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18.

19. IF YES: (Specify)

- 20

2.

22.

2. Mo ° !

Did your family doctor or specialist give Xou any new instructions
about your arthritis in the last 4 months?

1. Yes

.

2. No
8. Don't know }-— Skip to Question 20
9. No answer ‘

149

Did you have any major illness or health problem other than
arthritis in the last 4 months?

1. Yes

2. No .
8. Doh't know | Skip to Question 22
9. No answer

'IF YES: Could you describe this major illness?

)

8888. Don't know -
9999. No answer

~

Were you hospitalized for any reason during the past 4 .months’ ’
1. Yes

-

v ‘e
-

-

8. Don't know . Skip to Question 29 .
9. No answer | N

«

23, IFYES ASK

Were you hoSpltallzed for your afthrltls"

1 YES . . e

.
2. No "’



25. Was your hospitalization tor - . *
1. tests .
2. tests and medhoat tons
3. tests, medacations and swaery
4

. surgery alone

I’ CODE 30R4, ASK Q.2€, ("M@ RWISI SKII' 70 Q.28

©
¥

26a. Did.you have surgery for your arthritis?
1. Yes |
2. No .
8. Don't know —  Skip to Question 28
9. No answer ! :

150

26b. IF YLS: What parts of your body did they operate on? (GET SPECIFICS)
Skip to
; ) [~ Question™
: T ' ! 28
) - . i .

TR TARNTATS T T e e T

~

.

ST TR T LT,
s

=

T E I

T AT e

27

28.

. Could you tell me what you werc hospatalized for?

el
-

-

Do you feel that you have benefitted fram your hospitalization?

1. Yes
2, No

’ 8. Don't know

IF YES: How? (ROCORD VEPBATIM)

%)

. .



30.

31.

32.

- 33.

. 34,

B 1. Yes’

[

’

1. Yes

2. No '

8. Don't know  t— .Skip to Question 47
9. No answer * '

°

»

151

. Have you taken any aspirin for your arthritis during the last 4 months

«

At present, are you regularly taking aspirin for your arthritis? -

1. Yes

2. No .
8. Don't know

— Skip to Question 34
9. No answer .

Are they -

1. Plain aspirin . .
2. Buffered aspirin

3. Interic coated aspirin
4. Aspirin combined with other analgesics
8. Don't know )

9. No answer

-

These aspirins that you are taking, are they -

1. 5 grain pills

2. 10 grain'pills .
3. Other (specify)
8. Don't know '

9. No answer

How many of these pills are you taking a day?

o

{RECORD VIRBATIM) ) "

88. Don't know
99. No answer

3

Vere these pills recaﬁnended to you by Cr. -

name of referring doctor from front page)?

2. No
8. Don't Xnow
9. No answer

——  Skip to buestj:on 36

LN

~y

17

P

i i

o T e .,
PO A TS N YN

v
A

35
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36. Were aspirin recdmhepded to you by any other doctor?
l.fYE.‘S‘ ' ey ce
2.iNo .- -
8. Yon't know — ckip to Question 40

9. answer
N

K]

37. What 1is this doctpr's name and address?. .-
Mame
Address

88. Don't know - .
99, No answer : )
. 1 2. 3 45

e .
Card No.. Patient No, .

[

38. How many ¢id this doctor recomend-you: take & dey?

(RECORD VERBATTM) _ _ .
88. Don't know h , S
© 99. Mo answer ;. . B ! ' - ~

"

INTERVIEWER: IF TiE RPSPONDEMP ANSVFRFD YES.TC BOTH QUESTION 34°anc
36, ASK THE FOLLOWING CUESTION. "OTHFRWISE SKIP TO QUFSTION 40.

' 39.'0f the two doctors you have just mentioned, which doctor was the
first person to recammend .that you take aspirir? (RFCORD VFREATIM)
' L A IR . .

«
@

40. Db you now, or did you m the past 4 months, have any sxde effects .
from taking aspirins? - . .

1..‘Yes .
v 2. NO . ._ I. ‘ ) ‘ o . e ) .- , ~.r . s
8. Don' t- know - t—~Skip to Question 47 - & )
.9.. No “answer . L ' S ’
. ‘ K v '
1 ‘?‘ v’
re R0
) . Yy
. ‘v" ¥ * . ¢ _' .

[N ..
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42,

43,

. 44,

© .45,

46.

Narmie

¢

Have you dlscussed th¥%e side effects w1th Pr.
(erte in the name of refernnq ‘doctor fram fronE page$ ?

.-1. Yes .
2. No o

8. Don't know : ' )
9. No answer .

-

IF YES: Did this discussion prompt him to - (READ CHOICES)
01. reduce the dosage : -

02. change your-medication
03. take you off all medication
04. do nothing

05. do samething else- (spec1fy) o v

88. Don't know
99. No answer

Have yéu' discussed these side. effects with any other doctor
1. Yes ) )

2. No : S
8. Don't know = Skip to Question 47 _

-
A
.

IF YES: Could you give me this doctor's name and aédress?

Address

88. Don’t kriow

99 . No answer

Did thJ.s dlscussmn prompt the doctor to - (RE‘AD CHOICES)

.01. reduce the dosage’

.02. '‘change your medication '

03. take you off all medication )

04. do nothing - ‘ !
05. do scmething else (specmfy) B

88. Dontknow‘
99." Noanswer

A

®
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]NTERVIIIWEIR QUESI‘IQ\JS 47 THROUGH 54 HAVE TO DO WI'Q’X THE VARIOUS |

KINDS OF PILLS THAT THE SUBJECT IS TAKING. WHEN ASKING THESE
QUESTIONS TRY AND GET THE SUBJECT TO ANSWER FROM MEMORY AND NOT
FRCM I@K]NG AT THE LABELS ON THFE CONTAINERS OF THE PILIS. "

47. At present, are you taking any other.kinds of pllls for your

arthritis that Dr, (Write -in the name of referring
doctor from front page) prescrlbed for you?
1, Yes ’
, 92. No . hY ' ‘
8. Don't know —— Skip to Question 49
9. No answer . -

»

48. Without looking at your pill containers, could you tell me what
these pills are, how many you take a da and what you are taking
them for? _
(INTERVIEWER: LIST INFORMATION IN THE FOLLOWING CHART, PROEE
FOR RESPONSES UNDER EACH RESPECTIVE COLUMN. . INDICATE DON'T

KNOW WHEN THE -RESPCONDENT (ANNOT PROVIDE AN ANSWER)

Name of Pills Daily Dosage Reason for HMedication

B :

* — . 3132

-

N
w
~J
w
@

9

i
&

£
1=
w
=N
B <Y

=9
j
L
O
n
o

[
%i:

]
191
O
o
o

(o))

.
(o2
—
N
N

S 17: % 25 PR . -
*5}3."""1-"‘:‘5 VA Tt 1 ST LN

oo n
Y3

LatF e
DU RGN 25w

T m@x&&q.&g;ﬁ“ ol
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*49. At present, are you taking any pills other than aspirin for your
arthritis that have been prescribed for you by a doctor other than

doctor . (Referrmg doctor from front page)” '
1. Yes ‘
‘ -
2. No Co
8. Don't know -Skip tc Question 52
9. No answer .

50. Could you give me thls doctor S name and addkess?
Name

Address .

A va

Al T T

. 88. Don't know .
‘ o "99. No answer ' - 1 2 34 5
. t. L . l 4 .
Card No. Patient No.

f . : 51. W1thout lookmg at your pill contamer, could you tell me what these
pills are you are taking, how many you- take a_day and what you are

taking them for? .

(INTERVIEWER: LIST INFOPMATION IN THE FOLT.OWING ‘CHART. PROEE FOR

RESPONSES UNDER EACH RESPECTIVE COLUMN. INDICATE DON'T KNOW

WHEN THE RESPQNDENT CANNOT PROVIDE AN ANSWER) .

I e s

-~

et Name of Pills ~ Daily Dosage ' Reason for Medication .
1 _ L | 1
_ : — = a ‘ .6 7
; 2. X
7
12 13
3 . 3. ) —
' 18 19
4,
1 .
13 N l ]
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52. Are you regularly taking prescribed pills for any other condition?
1. Yes ' E

A ]

. Don't know — Skip -to Question 54

O N

~

.
. -

53. IF YES: Without looking at your pill containers, could you tell me what -
these pills are, how many you take a day, and what you are taking themy
(]NI‘ERVIEWER LIST INFORMATION IN THE ‘FOLLOWING CHART. PPORE FOR RESPON

UNDER EACH RESPRCTIVE COLUMN. INDICATE DON'T KNOW WHEN THE RESPONDEN!
CANNOT PROVIDE AN ANSWER. ) :

Name. of Pills Dally Dosage Reason for Medication
. 1.
¢ \L 3
< 2 43 44
~
1
i 3 | 49 50
el
¥
% R —— ~ /
L ' ’
§ 5 o 61 62
- “ 67 68
T - 6. .
h 7374
: - 1 .2 3 4 5
N 1 .5
¥ * Card No. *« Patient No
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v

+,

INTERVIEWER: IF THE SURJECT HAS MENTIONED ANY PRESCRIBED PILLS SHE HAS
BEEN TAKING, ‘ASK THF. FOLLOWING QUESTIONS. OTHFRWISE SKIP TO QUESFION 55

54, In the last few questions, you have mentioned the prescribed pills that
have been taking. I would like to.know if I may take a look at the labe

~T
&

TR Y

3

| S

L

. o s 2t o At T S e S
SSRGS SRR R A

on all the containers of prescribed pills that you Have mentioned.

1. Yes
2. No
8. Don't know
9. No answer

IF YES: (RPCORD FROM LAEFLS)

4

Name of Pilis Daily Dosage Prescribing Doctor

A}

(1107

[ a[j &;[j E:‘D

L T 7 8 9 10 11
2. 4 l
‘ 13714 15 16
3. _ - .
: 19 20 21 22
4. [ .
N .. 25 26 27 28
5. ' ] .
31 32 .33 34
6. l |
" 7 38 39 40 41
7. . l ]L;;L
43 44 45 46 47
‘8. ' ;},. . E;;
; 350 5152 ’
"9, I 33J .
9 s by b
10. ' N

injection from Dr.

61 62..63 64 65

1 2 3 4 5

116 N

" Card No. ° Patient No.

" 55. During the past 4 months have you ever received any

from front ‘page)?
1. Yes ‘

2. No

8. Don't know RY

e

ication by

. (Write i name of referring doctor

-



e
\
. Ihs -

- o

56. IF YES: Can you give me the names of the medications, how frequently °
they were given, where they were given and what they were given®for>
(INTERVIEWER: LIST INFORMATION IN THE FOLLOWING CHART.'PROEF FOR
REPONSES UNDER FACH RESPECTIVE COLUMN. INDICATE DON'T KNCW WHERF THE

'RESPONDENT CANNOT PROVIDE AN ANSWFR) .

Name of Frequency of Site of ., Reasan for
Medication * Injections Injection Injection .
. A 7 il
o o
2. .
14 15
.
L]
. 18
3 : r—
' 2122
=<
, T
23
4. '..._ ]

57. During the past ‘4 months have:you ever received any medication
by injection’ fram.any other doctor? .

1. Yes
2. No E k . . L . y . . :
8. Don't know | Skip to Question 60 ) .

9. No answer o
i

MRE . 7

58. IF YES: Could you give me this doctor's -name and address’ please?

A

Name

- Address

R
e

" 88. Don't know | o : . - ’ .
99. No answer Co < : . o Co

7,

R s,
RN STzt B Fr

-

-
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- 39. IF YES: Can you give me the némes of these medications, how

frequently they. were glven, where they were given and what they
were given for?
(INI'ERVIEWER LIST INFORMATICN IN TEF V‘OLI_DWINC CHART .- PROBE FOR
. RESPCNSES UNDER. EACH RESPECTIVE COLUMN. = INDICATE DON'T KNOW

WHERE THE RESPONDENT CANNOT PPOVIDE AN ANSWER) .

Name of
Medication Injections

E‘requency of Site of

Reason for

+

-Injection  Injection

i

1

2

Card No.,

Patient No.

INTERVIEWER: IF THE RESPCONDENT IS TAKING ANY PHLS (EX.CLUDING A“;PTRIP')
OR RECEIVED INJECTIONS - ASK ’I‘llE FOLLOWING QUESTIONS. OTHERWISE SKIP
TO QUESI‘IQ\] 68. .

6.0'. Do you have any 51de effects from any injections or pllls other’ than‘"

aspirin, that have been prescrlbed to you by any doctor?
1. Yes -

. No’

2 .
8. Don't ‘know
9. No answer

[~ Skip' to Question 68

§l. IF YES:

1. Yes

2. No

Gould you describe these side effects?
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62. IF YES: (SPEFIF\}).

brug Side Fffects {

. . -4\
1. 8 9
2.

14 15

3.
4.

-
. /QZ\

63. Have you discussed these side effects with Dr. .
(Write in the name of referring doctor from front page)? -

1

2.
8.
9

I3

Pt

Yes
No
Don't know

.- No answer

64. IF YES:-Did this discussion prompt him to ~ (READ CHOICES)

ol
02.
03.
0d.

. 05.

88.
99.

reduce the dosage

change your medication

take you off all medication

do nothing . ‘

do something else (specify) o , {

Don't know
No answer

65. Have yol ever discussed these side effects with any“Other -doctor?

1.

2.

8.

‘Yes o ‘. ) ¢

No
DPon't know



=
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. IF YES: Could you give me this doctor's name and address please?

Name Name

Address ' . ~ Address

s

. Did this discussion prampt this doctor to - (RFAD CHOICES)

01. reduce the dosage

02. change your medication

03. take you off all medication
04. do nothing

0S. do scmething else (specify)

88. Don't know ) -
99, No answer

. INTERVIEWER: THE FOLLOWING QUE‘QTIONC; P.E'I’TR TO ANY KIND OF
TREAIMINT THE SUBJECT HAD (i.e. pills, 1nject10ns or anv
other health serv1ce) . .

In the past 4 months, has any treatment.you have heen rece1v1ng -
for your arthritis resulted in any changes, such as - (FFAD CHOICT

. A'genoral change in the degrece cf pain you have?

1. Yes = for the better
2. Yes - for the worse.
3. No

8. Don't know
9. No_answer

A change in the degree of fatigue you have°

1. Yes - for the better
2. Yes - for the worse
3. No

8. Don't knhow

9. No answer )

A change int your degree of nok@]ityé

. Yes - for the better

. Yes - for the worse

. NO * ) ' N . .
Don't kncw S B

. No answer ) ce

O O W B —
.

Iy

| e

A T A T TV B e S0 e e ™

PR N
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e.-Any other changes (specify)

N 1.
) 2.
3.

8

9,

. 2. 1
- 2.
Y 3.

*g,

‘ 9

3. 1
2

3.

8.

9.

69. In the last 4 ntmths; Qbuld you say youxr
.changed to became -

1. & lot better
2. scomewhat better
3. somewhat worse
4. a lot worse

Yes - for the better

Yes - for the
No

. Don't know

No answer

. .Yes - for the

Yes - for -the
No )
Don't know

. No answer

. Yes - forfrthe
. Yes - for the

No
Don't know
No answer

worse

better

worse

better

worse

7

A 4

overall condition has

5. or has there been no change at all
8. Don't know .
9. No answer

. (READ CATEGORIES TO RESPONDENT)

. 1. 25% or -less
26% to 49%
50% to 74%
74% to 100%
Don't know
. No answer

N

\ooo.wa
v e o o

-Skip to Question

| j’i
{ ._hthsz

70. By how much has your condition changed in the last

162

71. What do you feel are the reasors for thlq chanqe in your condition?

(RECORD VERBATIM)
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SECTION 2 - FUNCTIONAL CAPACITY

. 1 2 3 45
' ' 18
- Card No. Patient No.
MOBILITY '
-’ : . . N\
2. 01 }ﬂ ‘ ’ ‘
a Are you able to walk at all with or without help
; 1. Yes
{ 2. Yes - with difficulty
3. No .

‘ : o - 8. Don't know " — Skip to Question 2.02
_ * 9. No answer “ . '

; b. When you walk, do ygu walk by yourself, w1thout the help of a
o ; . cane, crutches, walker or another pefson?

Yes

. Yes - with dif 1culty

. No - what kind|of aid or assistance do you requlre?

. (specify) :

w 0O =
.

8. Don't know
9. No answer

e N (S D

kY
H

c. Are you able to walk within your home? * ‘
‘1, Yes o ' '
2. Yes ~ with difficulty
"3, Mo .
- 8. bon't know - Skip to.Question 2.02

0 -/9.N0m.

d. Are YO'l..l zilﬂle to walk outside your home?

1. Yes
2. Yes - with difficulty

3. No .. v
8. Don't know " Skip to Question 2.02
9. No answer . .

R

AR
R &

RECPT



: - T/
f. Can you walk four blocks or more?

1. Yes
2. Yes - with difficulty

. No Lo o Co

3
8. Don't know Skip to Question 2.02 : : o
9. No answer ® ¢ . .

g. Can yo'u walk one mile?
1. Yes ' ' .
2. Yes - with dlffculty ' '

3. No

8. Don't know -~ Skip to Question 2.02
9. No answer ’ .

h. Can you run several hurdred yards?

1. Yes . ' ,
8. Pon't know ‘
9. No answer

B
c

2,02 In the last 4 months, would you say your ablllty to walh has
changed to become - ) ’

1. a lot better

2. somewhat betteér

3. samewhat worse

4, a lot worse

5. or has there been no change at all

. 8. Don't know °
9. No answer

e Seg t et
Ay A S Teer |

. R

=
NPT
Sl W,

e P
"t.‘» . ;
VAT e

Sl
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« . l(;S
| .
2.03 Use of Transport

\

\y

a. If you had to, at this tirme, could you travel in a hus, _
street™car or train? : \ B

Yes ,

Yes - with difficulty

No . '

Don't know

No answer

O 0 W Ry

b. If you had to, at this time, could you travel by car or taxi?

Yes .

Yes - with difficulty

No

Don't know . .
No answer C

O O W M~
s s e e .

A f

2.04 In the last 4 months, would-you say your ability to use
transport has changed to become -

1. a lot better

2. somewhat better

3. samewhat worse

4: a 1ot worse

5. or has there been no change at all -
8. Don't know

9. No answer

2.05 Climbifg oo

a. Are you able to climt: stairs with or without help?

1. Yes '’
2. Yes - with difficulty

2t

3. No ‘ SN
8. Don't know - Skip to Question 2.06
9.-No answer - : R

b. At this tiJrile, can you walk up 2 flights of stairs (16 steps)?

1. Yes - Skip to Question
o2 Yes - with difficulty - 2.06
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. C. At this.'.tJ'me , can you walk up cne flight of stairs (8 steps)? .

2. Yes - with, dlffn.culty 2.06

[ .
1. Yes L Skip to Question .
5 "

*

LN 7T . O
8. Don't know 7 . . '

9, No answe_r 2 .

.

d. Are you. able to walk vp two to four .steps? - -

3 l Yes .
2. Yes - with dlﬁflculty

- 3. No : -
, © 8. Don't know . : L
g.. lNo answer
> . N .

-~

2 06 In the last 4 moriths, would you say your ablllty tc clm\b

‘has chanaed tQ become

. 1. a lot better g p SN
. 2. sorewhat better e S
" 3. somewhat worsé - -\
a lot worse

o

Don 't~ know . . .

‘5 or has there teen- no cmnge at" all : ’ B
8 [
9:

stairs .

2

: No answer - ' , C S
2. 07 Chalrs and Transfcrs co ‘ . L
' a. Are. you able to - get fror" rcd to (chalr/vmeelchalr) and
b@c} agaln’> - . . )
.1, YES¢ . ' ‘ ) '_ ' ) ‘
. 2. Yes = with c‘llfflculty e
. 3. No | e , .
~8." DOI') t know V. )
‘ 9 t\o answer :- B . :
- b. Are you: able to get up from an ord:mary cha:Lr? B .
1. Yes ' ww o0 oo o R J '
.2, Yes = W1th dlfflculty e , .
.. ’ :.‘ ‘: - « - ' ’: " - 4 ¥

a s
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c. -If you had t;e, could you get up from the floor by yourself:

1, Yes .
2. Yes - with difficulty ‘
3. No . '
8. Don't know

9. No answer,

®

L

2.08 In the last 4 months, would you say your ablllty to move out of bed,
~ out of a chair, or get up from the floor has changed to become

1. a ‘1ot ‘better
,. Saméwhat better R

sanewhat worse. . .
"a lot worse ' B
. or has ‘there heen. no cﬁange at- all
. .Don't know o
No answer T, : I

O O UL W
. St

-

PERSCNALCARE . ’

2 09 Eatmg - .

" a. At present, are you able to eat without the use, of spec1a1 utensmls’

1. Yes S .
2. Yes - with dlfflculty . A
3. No .
8. bon't’knew - | - /
9. No answer ‘

1]

E ‘b. At pnesent, are you abi’e to eat w1thout ‘the ‘assistance of L
N another person’ ) .

1. Yes T
© 2. Yes - with.difficulty
© 3. No -
."8. Don't know . . -
9. No answer

©C. At present, are you -able to cut meat by yourself?

.1-. Yes oo J

2. Yes - w1th dlfflClllty tL Lok
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d. At present, are you able to qup or carry glasses, cups,
or pots?

1. Yes
2. Yes -~ with dlfflculty

3 m . . . - - . * B 4’ l )

.8. Don't know-
9; Mo answer

e. At present, are you able to pour tea or coffee from a pot”

1. Yes )
2. Yes - with dlfflculty .
3. No o
8. Don't know

9., No answer

\

L.

[

2 10 In the-last 4 months, would you say your ab111ty to feed yourself
has changed. to beccme ,

1. a lot better . )
2, sarewhat better.: : . o
| 3. somewhat worse . . L .
4 a lot wor
5. or has there been’ nolchange at, all . .
8. Don 't t know - . ) . ) .
" 9. No answer L Co. )

2,11 Dress g : v i . ' o
a. At present, ax:e you able to dress. and undress campletely?
1. Yes .

© 2. Yes - with chfflculty
3. No = What kinds of aids or assastance do you requxro"

(spec1ﬁy)

.

-8.,Don‘t-}'<nw T ——
9. No answer -~ ' - 0

b. Car you manage all your buttons, zippers and fasteners? ? .

. Yes - . . L ,
-2: Yes - with difficulty - . ’ . ’
L o '

P
——————
v v

. .
v TIPSR ARE: TP <Y S AR PR
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c. Can you.manage stockings or shoe laces?

1. Yes. ) .
2. Yes - with difficulty. NN )
3. No L ’

8, Don't khow

9. No answer . - R

4. Can you manage all other activities related to dr’essmg and
undressing?

1. Yes l—- Skip’ft_o Question 2.12 .

e )

169

2. Yes - diffi&i]ty with some
3. Yes - difficulty with most . )
4, No ) P : *
* 8, bon't know )
9. No answer 3 . ?)
" e. Could you tell me which dressing activities are difficult- for you
or that you are unable to manage (SI*.EJCIFY) -
0l. None. = : '

.02, Not appllcable (doesn t get dressed)

bifficult’ ‘ Unable to.manage

P

2.12 In the last 4 months ¢y would you say your ability to dress and

undress has changed to become

I a lot better X

2. somewhat better - 0 . : .
. 3. samewhat worse | « ‘ '

4, a lot worse : ‘

——

T
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2.13 Washing and Grooming
a. Are you able to turh taps and faucets off tightly?

Yes

Yes - with difficulty

No : ’ /
. Don't know . v .
. No answer’ d

(Voo o JEUSIE O I
. e s

lo. Are you able to wash vour face and hands? -

l. Yes - . .

2. Yes - with difficulty ’
3. No : ’

8. Don't know

‘9, No answer: °

. C. Are you. able to bfush your teeth?

1. Yes ’ )
* 2. Yes - with difficulty v
3. No ~ » _ '
» 8. Don't know . ~
9. No answer )

"d. Are you able to apply makeup?
"7 1, Yes ' R

2. Yes - with difficulty

3. Mo

8. Don't know ‘

9. No answer

e. Are you able to wash your' hair? .

Yes _

. 'Yes. - with difficulty .
No - °© : :
Don't know *

No answer

(el o JUUSTY OO o)
. v e .

£, Are you able to cérb 'your hair?

, 1. Yes . .
2. Yes - with difficulty
3. No . . .
»~ 8. Don't know

9. No answer

g.. Are you able to bathe in a bath tub? J
. Yes o '
2. Yes - with difficulty

3. .No
8. .Don't know
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h. Are you able to bathe without relymg on a bath stool or-bath tub

board?
¥
1. Yes . R . .
2. Yes - with dlfflculty }’ Skip to’Question j
3. No o
8. Don't know
9. No answer
. - .
i. Do you rely on showers? ’
1. Yes
2. Yes - with dlfflculty . -
3. No ) ' L ‘
8. Don't know - _ .
9. No answer ' .
j. Are you able to scrub all parts of your body?
Yes
Yes - with dlfflculty _
. No . e

. Don't know A
.. No answer

W 00 W N =
R

"

ET

EX

2.14 1In the last 4 months, would you say your ablllty to wash and groom
yourself has changed to_ beccme

1. a lot better -~ e
2 sanewhat better )

3. somewhat worse.

4, a lot worse

5. or has there been no change at all

8. Don't know

9. No answer”

2.15 'Do,llet
a. Are you, able to use the tcnlet ' L
- . .1l. Yes C. '

2. Yes - with dlfflculty (1ncludes ralsed toilet seat or commode)
3. No (relmq on bed pan or other means)

.



WORK/PLAY ACTIVITIES

2.16 Special Hand and Arm Functions

a. Are you able to grip and turn a door knoh or handle?

1, Yes .

2. Yes - with difficulty

3..No .

8. Don't know . .

9. No answer =~ - ' . y .

b. Are you able to grip and turm a' key?

. 1. Yes’ .
2. Yes - with difficulty
, 3. No )
. 8. Don't know
9. No answer
. . c. Are you able to use your fingers for fineé work such as
W e picking up change? * '
' 1. Yes ' . K
R R "~ 20 Yes - with difficulty
- ' 3. No .
. 8. Don't know,
9. No answer
;2 : . : d. Are you able to open.jars with ‘screw tops?
1. Yes '
] : .. 2v_Yes - with difficulty’
V. o . 3. No
' .» 8..Don't know
9. NO answer ,

e. Are ydu ablé to use a pen or pencil to write with?
1. Yes '
2. Yes - with difficulty
3. No. )
8. hon't know
9, No answer

8

PRI Py e e p

-

A5
i3

e

f. Arc you ablé to use scissors for cutting or grooming your
~finger nails? . ‘ ~

1. Yes

2. Yes - with difficulty
3. No T .
4, Not applicable

8: Don't know

€ ¢ ‘




9.

3

Are you able to use sc1550rs for cutting and grooming
your toe nails?

1. Yes

2. Yes - with dlfflculty

3. No L
4. Not applicable )
‘8. Don't know

9. No answer

.
4
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In the last 4 months, would you say your al&i;:‘y to ;;erform ’
‘these hand and arm functions has changed to. v

1. a lot better

2. somewhat better

3. samewhat worse

4%a lot worse

5. or has thére been yo change at all

8. Don't know o
‘9. No answer . y

.. -

M e I e e -

Wogk Cutside the Héme

Pid you ih the past work for pay or part1c1pate in a
, volunteex; act1v1ty outside your hame? ° .

1, Yes

2. No X

8. Don't know ' : ;

9. No answer o

. Do_you how work for pay or participate .m a volunteer actwmty

outside yo your hame?

1. Yes

‘2. No .
‘8..bon't know
9

. No answer .-
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c. Has this changed — (CHECK AS M APPLICARLF)
1. bécause of Arthritis

2. due to retirement
3. due to other reasons (specify)

8. Don't know
9. No. ahswer

d. Have you ever tried to obtain gmployment in the past? .

T. Yes

2. No .

8. Don't know

9. Mo answer ‘

‘e. If 'you had to, are you able, at present, to perfomm in,
either volunteer or paid employment outside your home?

1. Yes
2. No ., .
. 8. Don't know
9. No answer
f. In the last 2 weeks, how many days were you confined to your
home because.of arthritis? (RFCORD VERRATIM) . _

’

# of d:ay§7—' ’ ’ ' ,

- T T 2 14 5 )
o .

; I f 119¢ -

/ i Card No. Patlent No.

- ' * »
.- bork at lome | - . ‘ .
%y, Are y\ou aijlé, at present, to work 'arbund the house doing such
things as light house cleahing, washing clothes and doing

minor ‘hame repairs?

. : 1. Yes ‘
) . 27 Ves - with difficulty




h. Are you able, at present, to’'do heavy work around the house
such as washing windows, moving furniture, sweeping floors,
digging the garden, mowing lawns, shovelling snow, and -
putting out the garbage” . ‘

. Yes -

. Yes - with difficulty

No . .

. Don't know

. No answer

W 0w N
.

Rest Periads’

j. How 1qng can you work before you must take a half an hour
me(wmmwmmm)

v

o : "

(minutes)' *. (hours)

2,19 1In the last 4 months, would you say yeur ablllty to do llght
or heavy housework has changed to became

1. a lot better i

2..somewhat better '

3. somewhat worse . "
4. a lot worse ' '
5
8
9

v e

. or has there been no change at all
. Don't know
. No answer

. TG T

2.20 Play - o CoL
a. Do you, at present, participate in any recreatlonal act1v1ty
or hobby° .

~ . l Yes . . ' ‘ .' v

S WS
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TS

b. What activities or hcbbies do you participate in? v

YW o

8

Skiing

Tennis ¢
Golf

Swimming

Wwalking

Activities, hotbies in the Fome only - (specify)

¢

. Cther (sbecify)

.%33n't know ) I
. No answer . . ) )

2
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2 21 In

in

.

. or has there beer no cbanqe at all

AO 00T B LU N
. . LY

the last 4 months, would you say your ability to participate
recreatlonal activities 'or hebkies has changed to become

a lot better

scmevhat better

somewhat worse ) .
a log worse o -

EN

Don't know
No answer



SECTION 3 DISEASE ACTIVITY

Now I want to ask you about tenderness in the joints 4f
your hand and wrist. I want to know only about tenderness
with pressure directly on the joint, not tenderness present
between joints or at a distance from the joints.

Below is a picture showing the left and right hands,
with certain joints marked ™a" and "b".

3.0l Do you experience any tenderness on side to side
pressure in the joints marked "a"?

On front to back pregsure of joints marked "bv?
(Circle the joints with pain or tenderness.)

RIGHT

Add number of jnints ecircled

S p———ett———
"
. %
. w
* .

16 17



3.02.

3.03

3.04

3,06

3.07

: ' - 1:3>'

Now I'm going to mention otrer joints in which tenderness may be -
noticed. Do you have any tenderness in your left wrist on front

to back pressure°

» 1. Yes

2. No .
8. ban't know
9. No answer

Any tenderness on pressure in }’Oill’ richt wrist?
l. Yes ( . '

2. No' . “
8. Don't kncm
9. No answer

&

After you gently bend your left elbow fully, try to ﬁorce it
with the other hand a little further.. Does that forcing
give you a sharp increase in pain? Vhat if you straighten

it fully.and force it further? . )

1. _.Y@S a ) 5
2. No . '

8. hon't know

9. No answer

After you gently bend your right elbow fully, try to force it.with
the other hand a little further. Does that forcine aive you a

_ sharp’increase in pain? What if you stralghte_n it fully and

force it further? -
1. Yes

2. No .

8. Don't, knos

9. No .answef

INTERVIEWER: IF ON- ASKING THE FOLLOWING QUESTICNS, THE RESPONDKN’I‘
IS UNABLE TO REACE KFR KNFE, THIN'TEST FOR PAIN YOURSEIF

After you gently bend your left knee fully, try to force 1t with
your hands a little further. Does that forcing give you'a sharp
increasce in pain? vhat if you straichten it fully ard force' it
further?

1. Yes

2. No .
8. bon"t know
9, No arswer

N

After you gently bend your richt knee fully, try to force it
with your hands a little further. Does that forcing give you
a shirp 1ncrease in pain? What. if you straighten it fully
and force 1t further? .

1. Yes : : . . o r

4

', e,
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3.08

3.09

3.10

3.11

' 8. Don't know

Do you have any pain in your left ankle on moyeseent, walking or
when you put pressure on the floor?

1. Yes-,
2. No

8. Don't Know
9 No answer

B td

Do youhave pain in your right ankle on mvment, walking or ‘
, when you put pressure on floor’

1. Yes .
2. No ) : !

9 No answer

Is- the front half of your left foot on walkmg, or when you
put pressure on the f:'loor -

. very painful .’ P
; . somewhat painful

not painful . TN
. Don't know

. No answer

O 0w N
P

is the front half of your ight t foot on walkmq or when you
put presSure on the floor -

. very painful .

_l . .,
' 2. somewhat painful - '
3. not painful ‘

8
a

° . Don't know .. '
- ’ 9. No answer
§
3.12 . _ ‘
° a. During the last week, did you have morning stiffness in your,

joints or rmscles when you got out of bed a.nd started movmg
around?

o Y S e A S erans 4,
»

1. Yes - always ‘
2. Yes - usually
" 3. Yes - sametimes
L 4. No . . 1‘ ¢
 8..0on't know ' '—‘§k1p to 0uest10n 3:13 .
9. No ansuwbr S .

b. Would you say .that the morning ‘stiffness you had today is
typlcal of what you had durmg the rest of this week’

1.

?.
8.

Yes
N
Don't know . _ -~ v

179 -

\.'43

casrm—



IF YES:

~

180

c. On the average, how many minutes or hours of mornirg stiffness

did yeu have today?'

minutes) ~hours)

32 33 34

d. On the average during the last week, how many hours or minutes

of morning stiffness did you have?

_ (minutes) (hours)

-

35 36 37
{
3.13 ,INTERVIEWER: TEST PATIENT'S GFIP STRENGTH MEASURFMENT.
INDICATE READING ON THE SCALF IN THE APPROPRIATE SPACF.
Right Gri l l
E . P 38 39 40
Left Grip ]
41 4233

3,15

3.16

I would appreciate it if you would now let me look at the
back of your elbaws for the presence of nodules.

INTERVIEWER: Are Nodules present?

1. Yes

2. No

8. Don't know
9. No answer

Have you ever had a red scaly skin rash near your elbows,
knees or scalp?

1. Yes - !

2. No
8. Don't know Skip to Question 3.17
9. No answer,

Were you told by your doctor that this rash was psoriasis?

1. Yes
2. No .
8. Don't know o p*

L

-

45



4.01

4.02

4.03

4.04

4.05

4.06

4.07

4.08

4.09

SECLLIUN 4 - EVALUATION Ur  INItxview

(TO BE COMPLETED AFTER THE INTERVIEW HAS BEEN COMPLETED)

Length of Interview

(mn\q“tes) L
Was anyone other than the réﬂ;g)ondént present during
any part of the interview?

l. Yes

2. No ' I—Skip to Question 4.06
IF_YES: Who was it? \J

Did anyone other than the respondént contribute i}nfomation?

1. Yes
2. No ' X
) , .

IF YES: Give reason(s) why.

.

Was the level of carprehen51on on the part of the
respondent ‘

1. unsatisfactory e

2. satisfactory
3. excellent

Were there any major distractions during the interview?

* 1. Yes
2. No .
IF YES: What were they? . ’ ¥

Status of interview«

1. completed - —
2. broken off

3. refused teo aantrlbnte same mfnﬁﬂa{

181



4.10. For code 2, 3 or 4 give reasons

J |

«

4.11 Were you able to draw blood?

~ 1. Yes
2. No

4.12 TIF NO: Give reason

16



o

lg.lood Test Results
—

'4.13 1. E.S.R. Level

(FILLED IN BY INTERVIEVER)

2. LATEX FIXATION LEVEL .

3. SERUM SALYCIIATE LEVEL

4. URIC ACID LEVEL

4.14 Number of physiotherapy visits at home to date.
(OFFICE USE CNLY)

s {nurber)
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N4 : . re
< 4.15 GENERAL COMMENTS OF INTFRVIEWER
(NOTE: DO NOT MENTION RESPONDENT'S NAME)

4.16 How did you feel about the respondent and the interview
after the interview had been completed?




SECTT(N 5 — MOOD ASSESSMENT
(TO BE COMPLETED BY INTERVIEWER)

NOT AT| A QUITE e
ALL | LITTIE A BIT EXTREMELY
0 2 3 L 5 6

DESCRIPTION

ANGRY

ANXTOUS .

APATHETIC

CATM

CRITICAL

DULL

ENERGETIC

ENTERFRISING

IRRITABLE

RELAXED

RESENTFUL

SARCASTIC K

SLUGGISH . . . |

SUBMISSIVE | Coo ) \

TENSE

WOHRIED

L]



APPENDIAX VLI
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WHAT TO DO: Inside thl\ booklet are some questions to see what attitudes and interests you
have. There are no “right” and “wrong” answers because everyone has the rght to his
own views, To be able to get the best advice from your results, vou will want to answer
them exactly and truly. .

If a separate “Answer Sheet” has not been given to vou, turn this hooklet over and tear
off the Answer Sheet on the back page.

Write your name and all other information asked for on the top line of the Answer Sheet.

First you should answer the four sample questions below so that vou can see whether vou
need to ask anything before starting. Although you are to read the questions mn this hook-

let, you must record your answers on the answer sheet (alongside the same number as in
the hooklet).

There are three possible answers to each question Read the following examples and marh
your answers at the top of your.m\m-r shcot where it says “Examples.” 11l i the left
hand box if your answer choice is the ™ answer, i the middle hox 1f your answer choee
is the “b™" answer, and in the right-hand box 1f you choose the “¢ answer,

EXAMPLES:
1, Tlike to wateh team gameés. 3 Money-cannot bring happiness

a. ves, b. occasionally, c¢. no. a. yes (true),- b. in between. c¢. no (false)
2. 1 prefer people who: . 1. Woman is to child as cat 15 to:

a. are reserved, L a. kitten, b. dog. ¢ boy. &

h.: (are) in between, > . '

¢. make friends quickly.

”

In the last gxa.mple there is a right answer—Kitten. But there 'ue very few such reason-
ing items.

Ask now if ;}nything is not clear. The examiner wiH tell vou in a moment to turn the page
and start ) Ap

When v()u alnswer, keep these four points in mind:

1. You are agked not to spend time pondering. Give the first, natural answer as il comes
to you. Of tourse, the questions are too short to mve you"all the particulars vou would
sometimes \like to have. For instance, the above question fsks vou about “‘leam games””
and you might be fonder of foothall than basketball But jvou are to reply “for the ax-
erage game,' or to strike an average in situations of the kind stated. Give thy best
answer you'can at a rate not slower than five or six a minute You should fimish i a
little more than half an hour.

2. Try not to fall back on the middle, “uncertain” answers

xcepl when the answer at
either .end is really npposmble for you—perhaps once ever

four or five questions.

3. Be sure not to skip anything, bul answer every question, spmehow. Some may not
apply to you very well, but give your best guess, Some may se " but remem
ber that the answer sheets are kept confidential and cannot be s ithout a special
stencil key. Answers to particular questions are not inspected.

4. Answer as honestly as possible what is true of you. Do not merely.mnrk what seems -
“the right thing to say” to impress the examiner.
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SUMMARY OF DATA FOR INITIAL AND FINAL

APPENDIX VIILI .

SELECTION . :

RESPONDENT NUMBER . PATIENT
ACE , DISEASE DURATION _-”L o
Yrs. Months
DATE OF INTERVIEW i L
Day “Month Yr.'

he cm e e mm m e e e A . mw e mm . - — - = o w o~ - -

1 ARA CRITLRIA FOR A DIAGNOSIS OF l\é

(Cheek 1= No)
HE

= Yes, 2 =
. 3 aclive JOlnLS and over
Total Active ~

b. Symmetrical Involvement

- with Effusions

Stiffness > 15 mins.

.M.
M. Stiffness in mins. _

A
AM.

[Jw
[
[Jw

d. Nodules
e. Positive Rheumatoid Factor
Test

‘Latex fixation reading
-

f. Radiotogical bkrosions |
Erosiom Duration Index

Total Score

5 > Definite RA
7 > Classical RA

{1 N.Y. CRITERTA FOR DIAGNOSLS OF RA |
(l = Yes, 2 = No)
a. Polyarthritis - 3 or more

[T

active joints (past or
present)

Distribution criterion; stiff~

ness, deformity or active’ ’
involvement of 2-4 PIP's

bilaterally or 2-5 MCP's ;
bilaterally or wrists |
bilaterally or 2-5 MIP's -
bilaterally f

JTL EXGLUSTONS (1=

iy

«. Erosions (prade 2-4) by |
e [Jw
ld.  Positive Rheumatoid . -
| [T

\os, 2 - Wu)

Seen by specialist on select list
in past six months

a.

Other major sources of disabilitv i

Hospitalization or major suxg(rv
1n past six months

d. Psoriasis

e, Uric Acid Level §> 8 mgm,
f. Other collagen diseases
g. Functional Class 1 or 1V

lV "OTHER REASONS FOR I\(IlH]UN

(l = Yes, 2 = No)
a. laterview > 90 minutes

b.” Other contributing information, .

¢. Comprehension unsatisfactorv
d. Major distractions
e, Could not complete interview .

f. Inability to withdraw blood:
. "

e

g. Inability to héve x-rays taken

ACCORDING TO DATA LISTED - THIS PALIITI

1 = REJECTED = (Sce Items

2~ APPROVLD



APPERDIN 1
PHYSICIAN RESPONSE FORM
L %Y

FROM DR.: . RE:

DATE: _

REMARKS AND SUGGESTTONS @

e et A e et At

Physician § 1gn‘l~t.u‘n-.
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APPENDIX .

INDEPENDENT BEFORE-AFTER MEASUREMENT FOR
SUBJECTS WITH RHEUMATOID ARTHRITIS

LNSTRUCTTON MANUAL

[ - Tatroduction
IT - Interview Principles
111 - Procedurces

§
xiifwﬂzﬂ\ .
\\\V \ . L - Introduction -

This measurement is designed to be taken by a person without medi~
cal training who will independently apply acquired techniques ot
assessing RA subjects on entry to the trial at four and ]} months.
It will be used as a comparative measure of change in patients
treated by two groups of physioLherapisLs (PTs): o) Py tramed
to conduct total rhoumutological assessments, b)  PTs on regular -
Arthritis Socicety duties. The "Independent Assessors” (1As) will

remain unknown to the physiotherapist involved.

Two™ independent measurements will be conducted on each patient
ente}ed in the trial. The f{irst precedes treatment, the second
at four months and the third.at 12 months, regardless of whether
therapy has terminated or is continuing beyond that date. Two

189
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specitic interview forms are used entitled "Initial Questronar "
and "Final Questionnaire”. These are designed to provide intorma-
tion related to the patient's arthritis on admission to the trial,
at tour and 12 months. In addition, the measurements will indiudd
objective measures of discase severity relating l‘.): a)  crap
strongethy by ervihroevte sedimentation rale, ) blood walicviat.
level, d)  lates faxation, ¢)  uric acid Iv@ L) N=ray ol tin
hands Lo quantitate erosive and destructiye changes (lniu.ll.

questionnaire only), g) joint count, h) duration of morning

stiffness, and i) a mood assessment.

The independent measurements, and the assessments pertormed by

the trained Pls are comparable.  The approach used is, however,
/

- - . A . -
ditfterent.  Objective measures of fh.\,c.lsv severity relatime 1o

blood tests wnd s=vavs of the hands will be made available (o

tramcd s in order to minimize dopl fcation.

-

tnder no crrcumstances will the remainder of independent tinding. -

be made available to attending therapists and doctors.
IT - Interview Principles

There are a few basic principles of interviewing which should be

obscerved rin the course of the collection of these datas

.
i
1

3

P




i)
-« 1 4
< \
~N
N
&
[}
ii)
o
A ‘ iii)
.
iv)

Q9

It is important to take sufficient time before staripg the ,

interview to gain the individual's confidence, and ostablish”
4 7,/

-

a relationship which will encourage her to give you full and

complete answers.  You should express your appreciation of

v

the fact that she is volunteerving her time to help in this

tescarch projoct,

cvery question is to be asked as written. [t as important
L]

not to deviate from the written form, specitic mnstructrone,

however, may provide a certain amount of latitude,

1t is alwavs dappropriate to add marginal notes on the

A

* et .
respondent's comments. Any detail that you think may

be interesting or relevant should be recorded in the

.
margins or on an additiondl shecet of paper. these can
at tiumes be extremety helpful and will be read with sreat
care. 11 an additional sheetl of paper is uscd, please
Bc sure to put the individual's name and numbetr on that
sheet,,

) )

it is important that you supply the individual respondent
with sufficient understanding of what is going on so that
she is no( confused by subsequent events. For example, it

t~ importaitt to cxplain at the end of the interview that this



.

is a separate part of the study and that some’ of the game
v . ’ v /
Juestions may later be asked by ~the doctet and ebysiothbrdé

- .- -

pists, . »

~ N ' .
v) if you are alert and sensitive to the reactions‘?f your

. AN
respondent you will easily be able to head off trouble by .

»
providing appropriate information as required.

Y~y . LIl - Procedures : .
' . >

..

a4,

Handling. of a Request for Assessment

‘ ' . N

6.  All referrals are forwérdéd-to'Iha Arthritis Society, Toronto

Serviee Centre at 25 Overlea'Blvd., Thorncliffe Square, Toronto, : T
. o

Ont. M4H 1BY. For "regular" referrals. the Sendor Physiotherapist - = -

or her substitute in the arca will determine, according to diacnosi
1 . ’ .
and data provided, whether a pat lent meets the sCudy’s critteriag.
! . R ;
v MSpecial" referrals are tnitially selected by pnysicians inviged

|
A\

to assign paticnts to the trial. These arc f{urther screened by
’ [ 4 N : s . A J
the Senior Physiotherapist.

-

~y

7. The following are the initi4l selection criteria: . ;

i) Women, age 18-65, residents of Metro Toyonto, who after propcr
. " ‘ »

. ‘-‘
4 - \ .
. -

- . 'Y

+ " ' ~<



ii) with & presumptive diagnosis of rheumatoid \arthritis,

iii) who are under the care of a family physici'n, and referred
by him,

. iv) not scen by a rheumatologist on a“designated listffor their

)

arthritis, during the past six montﬁs,

i

v)\ who have no other major sources of disability interfering

. with musculo-skeleta® function,

vi) who are encountering difficulties in the managé of their

arth;}tiS'at home. ' .

Where -a patient meets the above initial criteria, .the verbal consent

-

ol physician and patient are soupht. A consent form™is sent to Lhe |

.

. .- . . o )
family physigian, which he must sign and duly return to The’

Arthritis Sociely, Head Office. His signed consent is not

essehtial for entering a patient to the study. -

. .
. . A

Once the verbal tonsent: of patient and doctor ié obtained, the

SenioriPhysiofherapist'will coammunicate to t&g IA by phone: the

A « o
i

i
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paticnt's name, address and telephone number, random number and
namce of referring physician., ¢ : : X !
. o . ) C oy

10.  The 1A will within 24 hours (excluding weckends and statutory

holidays) arrange to sce the patient at home,

P

11. Before starting the assessment, the patient is given the consent
" form to rcad, which should be duly signed and‘witnessed and sent

to The Arthritis/Society, Head Office with thekcémpleted question-

¥
¥

naire. Certain aspects of the consent” form may jrequire a further ) '
. S

explanation. ;

§

[
‘»

“12. Final selection and admission will be done by Dr. Smythe or his

subst itute following the receipt of inmitial.questionnaire and

’
-
.

results of laboratory te8ts and x-ray of the hangs. In the event

that a patient docs not Tulfill criteria for Tinal selection, he
will be withdrawn from the study, But will continue on routime
care, The TA will be duly notified of the patient's status..

Materials . o . . ’ . v

13. To conduct your measurement the following-materials are supplied:

i) One kttache casce,

f
|
v



93

ii)- one c¢lip board and two wriling pads,

iii) one modificd sphygmo-manometer, j

.

iv) instruction manual,

\

“v) initial ‘questionnaires and income chart,
N ' /

:

“

vi) 20¢ stamps,

vii) large sclf-addressed envelopes, -

viii) patient consent forms,

.

in) :signed requests for s—-rays,

x) vacutainers with delivering tube marked "W.B.",

.

xi) vacutainers with delivering tube marked "Chem.Y,

“

~
.
. .
" e

"xii) vacutainers for ESR with gray coloured stopper,

-

wiii) ESR rack and pipettes,

195
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xiv) disposable needles,

xv) charge book for Metro Cab,
4

xvi) diary,

xyii) timer; ) . . )

<

xviii) 200 bandaids, o :

<y

xix) 300 alcohol swabs,

xx) holdérs ISr needles,

»

xxi) tourniquet (shock card). . ’
. ~

Arrangements for ,X-Rays of the Hands *

]4, A list of x~ray facilities in’ Metro Toronto is provided ‘from which

you select one that is closest to the patient's residence. An

P
v

- appointment sﬁould_be made by the IA following theé questionnaire:
A standard requést for x-ray of the hands, already signed §§‘
Dr. Smythec, is" sent with the paticnt. 1If a patical has no nmcans

of ltransportation, arrange through the Metro Cab Group of

-
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a, ' v
Companies and’charge to The Arthritis Society cred?t account #C324.
When ‘charging fares, fé;l in both sides of the charge for?, the
¥argc section-i; given’ to thé&fab driver and the small section is
sént to Head Office at month-cnd. The X-ray reports and {ilms ;1

will be sent directly by the radiologist to the Socicty's Head

"Office, Altention: Dr. H. Smythe.

* Blood Withdrawal and Disposition of ‘Blood, Samples

15. Blood withdrawal will be conducted by the Independent Assessor

" at the conclusion of the questionnaire. A kit is available

which pérmits withdrawal into three separate Vacutainers without

. [
removal of the needle. .

/ ..
lo.  Four different biodgd_ tests will be conducted:
: ' ™~

o

©
©

. : . T . Lo
1Y Lrythrocyte scdimentation rutc\z‘xgu will need o cc. for

’ that test, or half a vaeutainer. These are 'supplied without
. ) ‘ )

o a delivery tube, have @ grey colouredsstopper and contain a
. . N ) N ’
/ ‘ .. . T
/ ‘potassium oxylate addifixsf The test will be conducted at
. . i P P’

the home of the IA within 90 minutes of withdrawal. A kit

v .
using the Macrd method.'is supplied with a timer. Results

{ of thal test should beereported by the IA in the space
altocated in the respective quesLionnairc§,

- ] ' . -

C

S



R

.

if)

iii)
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Fatex tixatign test = 5 ceo will be necded 1ov that test (o

be placed in a vacutainer, marked "W.B.", supplicd by the
Public licalth Laboratories. The attached request form

should be filled as outlined,

4

serum salicylate and uric acid tests - 10 cc. (full

vacgtainer) will be ‘needed for these two tests to‘be

.

placed in a- vacutainer marked "Chem.”, supplied by the

Public Health Laboratories. The attached request form

should be filled -as outlined. 2t o,

17, The blood samples shoudd.be placed in their resprctive containers

cand scaled.  They are’ to be delivered té.chc_Publjc'Hcalth

Laboratories collection boxes at: ‘
>
v -
i) 360 Christie St. (West side between Davenport and Dupont),

) . . /
Provincial Laboratory). .

or

6 Rcsogrées Rd. (off Islington exit' to Highway 401),

t
. ) f
| T . Ll .
Laboratory - North York Ceneral llosp]t:xl_(hcs‘hv and 401 -
! . ‘

band over Lo Sccretary at front desk for delivery: Lo
: ]
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Grip
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Results of blood tests delivered to the laboratories are returncd

to The Arthtitis Society, Attention: Dr. H. Smythe.

]

Strength Mcasurement

. of the questionnajre:. -

What

o s / , . . .
This mceasuremenl is of extreme value in assessing mcﬁqagcs of- chanue

It is done using a modified blood pressure”

'y

in disecase activity.

cuff, folded twice (i.c., into three sections) and secured in a

«cloth bag. The system is inflated-to 20 mm. Hg.-pressure,‘the

- . o .
patient holding his forearm unsupported, elbow at 90 , squeezes
the bag hard with encouragement. Record the maximum level
maintained by squéezing for a least two seconds, not on initial.

bounce,  Grip strength value is entcered, in the appropriate section

f ' . . e

.

to Do with the Completed Forms

20,

» B
. .

First, check if every question has been answered and that the

answers are legible. If a question has been skipped, .in accordance

with instructions on the form, write "N/A" across it to indicate

that it is "not applicable'. Forward the ;nitial questionnaire
and patient consent form, duly signed and witnessed, ‘to The

Arthril is Society, Head Office,Mttention: Mr. A. flelewa, using:

the self-addressed.envelape in your possession.

-~



APPENDIX X1

THE ARTHRITIS SOCIETY AND UNIVERSITY OF TORONTO
 CO-OPERAT|VE CLINICAL TRIAL

25 Querles Bivd , Thoinchiffe Sq , .
Toronto, Ont M4H 1B1
Telephone 421 7276

REQUEST FOR HOME PHYSIOTHERAPY

BRI

Ratient's Name  we L . ' . i . e Age
5 . < women only) e o
© Addiess . ©L Telepbone X
, Wero Toronto and immediate Subuiy) . s {)
| " \
\ . ,
Check the followmg ~ -
“hee N ) -
\\’ . ///‘W‘
Active R A _ Moderate Loss of f‘llnCTlOll\//’ "' No Other Souces of Disabihiry
Natscen by theamatologist during past 6 months CHConsented to participate a

Uther Dwdgnoses

Next Appomtment With Me

[

Physician’s Name . . .. S ¢ e e oo o= Telephone - .
Address .~ . o s Date of Referal
4 ’ .
> Physician’s Sighature Lt R
o
' ]
200
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APPUENDIX XI1
- a : , . S

The Arthritis Society and Fhe University of Toronto Co-operative
-

Cliwical Trial on thg “Total Assessment of Rheumatoid Arthritis by

Phy&{othorapgsts”.

v
Instructirons {or Patijent Sclovt}on bnd-RJndnmlkd(iun
(Djstr;bugion: Dr. M| Snwthg,‘Mr. A. Hedewa, Coovdinators -
~Carolyn Frost, Sonior?Pﬁ§Siothcrapist - Johanne Durslay, .
) Secretary at the Térokté SerQice Centrg ~ Marilyﬁ Slean,
. . Qucstionﬁairc'Consuitﬁnt) .

Patient Selection

. £050
Cra

i. Patients selected for this trial are obtained from two sources:

o

i) Repular refertals - patients who referred tor regular service

in Mcetro Toronto, who meet initial sclection criteria.

?W*“t’\‘*?{ﬁf PR

Referrals arrive by mail gt the Society's Toronto Service

Ccntre, 25 Overlea Blvd., Thorncliffe Square, Torqnto,

Ont. M4H 1B],

T oRaal U et T

1 ' . ’ :
y ii) special referrals - are patients whoesmeet initial selection
1 ! :
X .
criteria referred by a sample of family physicians in. Mctro
1 .
: o 201
ke -

g\

SRR Yo
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Toronto, invited specifically to refer paticnts to the trial.
These are agéin forwarded by mail to the Sociotx's Toronto
Sgrvicv¢Canrc.

2 Thc‘ﬁrobess of patient scvlection and randomization will bé imitialls
the rcsponéibility of the:Sqnior Physiotherapist and the Secretary
assigncd to that Centre; each will bé following specified pro-
cedures unknown to ¢ach other. -Final ageceptance to the trial
will be détgrmincd By Dr. u. Smythe, Project Conrdinato;, who
will have no X:smw/}{:;lgc of the method of randomization used
initiallv. ‘fhese procedures must be adhered o climinate

selection birases.

' -

Seléction Criteria

D

.

3. Initially all patients must meet the following sclection criteria:

i) Women between the age of'iS and 65, residcents of Metro

, .
« Toronto, who after preper explanation consent to particivate,

ii) with a presumplive diagnosis ol rheumatoid arthritis a.

stated on the request form,

iii) -who are under the care of a family physician or specialist*

*EKxcept' those on list of designated specialists.

T



and referred by him = seeking his cousent [ivet,

v) who, during the past six months have not been seen for Lheir

-~
arthritis, by a designated rheumatologist,

.

vi) who arc encountering difficulties in the management of their

arthritis at home.

Procedures for Initial Sclection-

Pt 4

4, Regular referrals - based on data provided on the request form

the Senior Physiotherapist will:

iy Scek the consent of the referring physician by phone explain=-
ing that: "Mrs. X, whom“you.havu referred to us for scervice
, .

'appcarS'Lo meet the criteria for an Arthritis Socictx
clinicél trial, established to, detcrminc-the"uifcctivcnc;sn
of its Homq‘Service Program. This Qill 1hvolve an initial ’
Visit by a tra?ned gerson; repeated at four and 12 monéhs;
who will conduct an interview, taki a blood sample and arrange .o

A

for x~ray of the hands to be taken at a local facility. The
therapist will be reporting her findings and provide you with )

results of blood tests, x=ray of the hands and other measures

ol discase severitys With you% permission we would Tike (o

K
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’

e lude her in the trial, OQur stafl on wnitral contact will

scek her consent”". 11 the physician agrees, the Senjor will

inquire if in his opinion the diagnosis of RA 13 conlvtmed,
4

whether the patient has been seen by a desagnated spocialist

tor their arthritis during the past six wmonths, and whether

“

they suffer from any other major sources of disabititv,

ii) the Senior will then seek the patient's consent, explainin:

>

as in 1) above, che purpose of the trial and inquire about
consyltation by a designated specialist. The patient is

intormed that Dr. A has given his consent.

. - . .
Following the vonsent of patient and doctor, a consent forp with

a4 sclt~-addressed envelope (addressed to The Avthritis Societ
Head Of fice, Attention: Mr. Av Hélewa), is sent to the doctor

for his signature.

o

.

Special referrals - as explained under item L. ii) these reterrals

. B
»

arce patients fvho mecet iniLiaL'aeléction criteria, obtained Jrom a
sample of fadjy physicians in Metro Toronto, invited specitically

to choose paticnts for the trial. Each family physician on that

Tist will be contacted by Mr. A, Helewa intorming him broet by ol

the purposc-ol Lhe trial. This will be tollowed with an L\plnualory

letLrer, épccipl referral forms and a card on whgih selection
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. -
criteria are histode Patient seen in that famely physicran's

practice within a three=month period from inttial contact, and
14

who agree to participate, will be referred to The Arthritis

Socicety, Toronto Service Centre on a special request lorm.

Patient Randomtzation

7. All referrals (regular or special) who are deemed to have met
the initial selection criteria by the Senior Physiotherapist will
be forwarded to the Secrctary of the Toronto Service Centre who

will assign to cach a random number obtained from randomly

. * ‘/
selected sheets, (A MILL1O8 RANDOM DIGITS" - Random Corp.)

.

foltowing instructions 1w provided in confidence.  the nmumbor

will be entered on the top right hand corner of the request
¥

torm using a ball point pen. She will then make a ,erox-copy

of that request form and forward it’ to the attention of

-

Mr. A. Helewa at The Arthritis Society, Head Office.

Assignment to Independent Assessors

8. The Senior Physiotherapist will assign a patient number (in
numerical order) and then raform one of three (ndependent
Assessors assigned to a geographic location of " Metvo Toronto,

providing the patient's name, random number, paticut's numbcer,

/

. . ’ ' /
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.

address and telephone number, and the name of referring physician.
The LA, 1t nccessary, will again explain the project to the paticent

and obtain hor signed consent.  This asscessment will be condudtod

within two working ‘days of recerpt of information.

Y .

Assignment to Physiotherapists ' .

9 The ‘Senior Physiotherapist guided by the random number and 1ustruoc-

.
-

tions provided to her in confidence gill allocate the paticent to

cither experimental of control physidtherapist. The randomi.cation

“o

code will be only known to her aud Mr. Helewa. R

¥

. Assignments to experimental physiotherapist arce Lirst made by pueng
followed by mailing of "the request form. Patients residing Last of

Dufferin St., are allocated to Mrs.‘Mary Jane Stebihdc,'tﬁosc

residing West of Dufferin St., are allocated to Mrs. Pat Ward.

Assignments to the control physiotherapists will be according - -
to Lthe geographical locatien in which they are working at that tinmc.

Final Selection and Admissign to. the Trial

.

1t. This will be done by Dr. Smythe when the results of the Independen
‘ . < : N o
Kssessors' indlial assessment have been obtained. LU will e based

<

on .information obtained from the 1A Questionnaires and laboratory

L4
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- results. The reasons for excluding patients [rom the.trial are as " A

’ follows: ‘ . ' .. \ . -

, . e . . . .
‘i) Patient fulfills ltss than five ARA criteria. for a diagnosis:
of RA, or less than two of the New York critéria for:a
R . diagnosis of RA, ‘ ) -

"ii) patient has'a-conditiom, or finding which is on the list of

exclusions for RA diagnosis according to ARA criteria,.or T
" has psoriasis; . . . "

.
» . .

atient's discase severity is too minor to he influcnced b
p ] , ¢ y

fos
[
[N
S’

o ) tirerapy, i.e., is in.Functional 'Class I, by ARA criteria,

.

'.' . N

x

or bas fewer than three actively inflamed Joints,

i
(31

PR

- . . . N

- . .

WAE

.
.

WY

st 'iv) patient's disease scverily is Loo sreat Lo be readily in-: . .
o paty - prea y v=r _
(lucnch by out-patient. therapy, iL.c., is in Functicnal
"2 » . . . . - . ‘. . .

. N

L
Joar,

. - . . . B - .
B . . . TN L. "
. . . . f ¢ .
- - ‘
‘e

R ] V). difficultiesiencouqtpred b“jfhé Independent Assessors which , X .

-

» 3.
DAC IO

. may préyent'completiop of the intérview or blood withdrawal,

S

>

" inability to have x-rays. of the hands takew, major distractions
3 ‘. . . .

r
.
N

A

.

S

: . or ‘lack of comprchension on ,the pdrt of patient.

LI N v

rd
se L.,
ezl

)
d
F 1

.
.
.

"

\
f
-
.
T L ot e g,

- ~  Class IV, by ARA criterih; L . . C

P
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12. All patients iditiélly seleccted énd who subsequently do not meef

final criteria will be maintained on file and the .reason for

exclusion listed. : ’

_ Assignment,of Other Patients Referred

to the Toronto Scrvice Centre

-

\

All other patients who arc not entered in the. trial will be

assigned to either: the trained or traditional therapist depending

P

onxcaseloaduand geographic ‘location. It is essential that the

two groups of therapists maintain a well=balanced caseload betweep -

them, hobever, consiqer?tion'ﬁust be given to the larger geographic

atea covered by ‘the experimental therapists, ° -

Ex} . —



APPENDIX X111
e . . ’ :_ .

PROCEDURE FOR FINAL’PATIENT SELECTION

AND DATA VERIFICATION BY RESEARCHASSISTANT .
N , D
. ’ ‘ . i
Sources of Referral _ , o _/

Patients are referred; i) directly by their family pﬁygician or speciali%t
(except rheumatologlsts on exclusive list) to Arthritis Society service in
Toronto; ii), indireetly, through publicity in the media, whereupon if they
meet dinitial criteria, it is verlfled with famliy physician.

Written physician and patient consent is sough% and patient-is randomly
allocated to study or comtrol group. (See instructions re patient selection,

-and randoﬁization.)-

.

Upon recelpt of referral’ Form copy "from Overlea, a study file .is opencd by *
research-assistant, and placed ‘under "intered" section awaiting rcc01pt of
clinical data. ~ ° N

.

Recﬁrﬂing bf Data . Lo

1

The Lndependent assessment provides demographic, diagnostic, prognostic and

‘data on inflammation, 1nerumental in flna} selection process. . .

a) Data from independent assessment necessary for selection is
transferred to form ‘titled "Summary of Data for Initial and
. Final Selection". (Form'A) Specific calculations are made for
this' purpose re disease duration and active joint counts.

b) Cheek ‘Chart: Data; from 1.A. whlch 1s now on flnal selectlon sheet
is transferred to heck Chart.

¢) I.A is reviewed for any omissions.-

d) As well laboratgry data is received from two, othef sources;
blpod tests (pefformed by provincial lab on salicylate levels,
latex {ixation and uric acid) and x-rays of hands taken at a
lécal facility/. - . ‘ ' .

.

v) Blood tests albe recorded on Final Selection Shect, Check Chart,
. and in corresponding area in ' I.A. These results are also. sent
‘ to referring physician of control patlents by C A.R.S
Adminlstratlve Secretary .

.

X-ray film and report -ate placed in approprlate envelope with-
patient name and project number recorded in upper corner. This
"is then noted on'Check Chart. Form B is prepared for X-ray
Erosion Count and attached to x-ray envelope.

. 5

209 o S
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4.

210

.Final Patient Selection

a)’

b)
c)
")

@)

Ongoing Procedure

status, e1ther aqtlve -or rejected ' . . .

Smythe reads x-rays and notes Erosion Duration Index on form B,
determiries if patient meets all selection criteria and signs final

selection sheet. (Form A).

Research Assistant records on Check Chart, the erosion count, the
number of A.R.A. and N.Y. criteria met,. final selection decision;
and if patient is admitted to the study, the patient number.

. . . , = : ) w1 2. .
Final selection decision is recorded on form ¢~ or C” and mailed
to the independent assessor,.who will record 1n her calendar the
date for the next assessment. )

Study Files are updated accordlng to patlent s flnal selection

According to group assigned (study or ¢ontrol)<and socio-economic. %'
status, patient is designated a flag shape agid colour which is
pinned on map (in study- co~ordinator's office) at point of- patient's

" residence. . .

a)

B)

As the physiotherapists see patients, the research assistant will
be responsible for obtaining copies of letters and data sheets
sent by trained physiotherapists to referring physician.

°
o

At four months the research ‘assistant checks. with 1.A. re second”
interview, obtains. data, as. above and-enters- on check chart. Also

.processes edch assessment for omissions or errors. '
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APPENDIX X1V,

5. The transformed measures each had a comfon initial value (zero), a

Calculation of the Pooled Index . o

1. *Clinical observations were avéraged to give the mean result for each

_measure. - Thus "mean grip.stfgngth" was the mean of 10 separate com-
ponents; the right and left hand-grip strength recorded By each of

.

five observers.

2. The treatment differencé for each patient was obtained by subtracting

\ the final value from the initial,value for each of the separate

- measures used (grip strength, mdrhing stiffneésg, LESR, change in func-

" tional capdcity, modified joint cougt).-

PO

3. For each measure the mean treatment difference and standard devia-
. - * . '

tion of a group of differences were.calculated..
' L ) s o o N
4. ' The mean treatment differences were divided by the group standard .

deviation to obtain the derived (standard .deviation) units. -For*.

analysis of variance; each individual observation was similarly con-

. verted to derived units.

¢

common, standard deviation (one), and a similar mean and range. Improve-
ment was always given a positive sign, deterioration a“negative sign;

for example, reduced morning stiffness was an improvememt and scored

positively. .

.

6.. The pooled index was. the mear calculated from. the” five separate

. .- -
. transformed values.

fn'qhe validation study, the divisors (standard deviations) were: modified

joing.count-é.éz; grip strength 26.20; morning stiffneés 64.90; sedimenta-

tion rate 19.85. TFrom the same data,'it was determined that appropriate

’

divisors for the ARA joint .count were 8.68 and for the Lanébﬁri articular

index 37.34.

oL - ©o211






