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Study Design. Randomized controlled trial.

Objectives. To investigate the effectiveness and costs
of a mini-intervention, provided in addition to the usual
care, and the incremental effect of a work site visit for
patients with subacute disabling low back pain.

Summary of Background Data. There is lack of data on
cost-effectiveness of brief interventions for patients with
prolonged low back pain.

Methods. A total of 164 patients with subacute low
back pain were randomized to a mini-intervention group
(A), a work site visit group (B), or a usual care group (C).
Groups A (n = 56) and B (n = 51) underwent one assess-
ment by a physician plus a physiotherapist. Group B re-
ceived a work site visit in addition. Group C served as
controls (n = 57) and was treated in municipal primary
health care. All patients received a leaflet on back pain.
Pain, disability, specific and generic health-related quality
of life, satisfaction with care, days on sick leave, and use
and costs of health care consumption were measured at
3-, 6-, and 12-month follow-ups.

Results. During follow-up, fewer subjects had daily
pain in Groups A and B than in Group C (Group A vs.
Group C, P = 0.002; Group B vs. Group C, P = 0.030). In
Group A, pain was less bothersome (Group A vs. Group
C, P = 0.032) and interfered less with daily life (Group A
vs. Group C, P = 0.040) than among controls. Average
days on sick leave were 19 in Group A, 28 in Group B, and
41 in Group C (Group A vs. Group C, P = 0.019). Treat-
ment satisfaction was better in the intervention groups
than among the controls, and costs were lowest in the
mini-intervention group.

Conclusions. Mini-intervention reduced daily back
pain symptoms and sickness absence, improved adapta-
tion to pain and patient satisfaction among patients with
subacute low back pain, without increasing health care
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Low back pain is considered a benign and self-limiting
condition in most patients.>* However, the high recur-
rence rate of pain episodes often causes long-term mod-
erate pain and activity limitation,'®3” leading to a
chronic condition that burdens patients, employers, and
health care and is associated with substantial economic
losses."!

Returning to work and coping at the work site are
often difficult for patients with prolonged low back
pain.?? Evidence suggests that multidisciplinary rehabil-
itation involving a work site visit helps patients with
subacute low back pain return to work faster,>*>*2¢ but
the effectiveness of work site visits cannot be judged from
existing scientific evidence. Although comprehensive
lengthy multidisciplinary rehabilitation appears to be ef-
fective,'371°2¢ it may not be feasible for most patients.
Indeed, simple interventions aimed at reducing patients’
fears have been shown to reduce sick leave'**! among
patients with subacute low back pain. However, in these
studies, sick leave was the only outcome measure and
clinical parameters were not reported.

The aim of the present study was to investigate the
effectiveness and costs of a mini-intervention and the
incremental effect of a work site visit for patients with
disabling low back pain having lasted for 4-12 weeks,
i.e., subacute low back pain.

H Materials

Patients were recruited from 36 primary health care centers in
the Helsinki metropolitan area. A total of 350 general practi-
tioners (GPs) were instructed to identify eligible patients. On
finding a suitable and willing candidate, the GP informed the
research nurse at the Finnish Institute of Occupational Health
(FIOH), who telephoned the patient to ensure that the inclu-
sion criteria of the study were fulfilled and arranged an
appointment.

Inclusion criteria were as follows: 25-60-year-old employ-
ees with current daily low back pain (with or without sciatica),
which had made working difficult for >4 weeks but <3 months
(Table 1). Exclusion criteria were as follows: need for operative
treatment, pregnancy, history of specific back disease (cancer,
fracture, spondylarthritis, or infection), somatic or psychiatric
disorder preventing rehabilitation, substance abuse, consulta-
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Table 1. Baseline Characteristics of the Subjects*

Mini-intervention Group

Work Site-Visit Group Usual Care Group

Characteristic (N = 56) (N = 51) (N = 57)
Demographic features
Age (yrs) 44 (25-60) 44 (25-60) 43 (25-59)
Females (%) 59 57 60
High school diploma (%) 4 28 33
Married (%) 43 49 42
Body mass index (kg/m?) 27 (18-61) 27 (18-45) 25 (20-53)
Physical activity and general health
Physical activity more than once a wk before back pain (%) 75 67 79
Self-rated health status for age very or quite good (%) 100 96 95
Pain and disabilityt
Patients with sciatica (%) 69 69 68
Intensity of paint (0-10) 6.2 (2-10) 5.4 (1-10) 5.7 (1-10)
Very or extremely bothersome pain during the past wk (%) 79 77 79
Pain has interfered quite a bit or extremely with work or daily 79 67 68
life during past wk (%)
Functional status
Days on sick leave in past 3 mos 15.8 (0-70) 14.7 (0-50) 15.0 (0-69)
Oswestry disability index§ 36 (4-69) 33(7-11) 34 (13-67)
Work-related features
Blue-collar workers (%) 20 22 25
Satisfaction with own work (0-10)|| 7.5(0-10) 7.1(0-10) 7.1(2-10)
Ability to work (0-10) 5.4 (0-10) 5.4 (0-10) 5.3(0-9)
Working more than 1 hr daily in forward-bending position (%) a4 45 60
Work is slightly, very, or extremely burdensome physically (%) 55 n 72
Work is slightly, very, or extremely burdensome mentally (%) 79 78 75
Health-related quality of life
15D# 0.85(0.61-1.00) 0.86 (0.70-0.99) 0.86 (0.70-0.98)
Health care consumption during past 3 mos
Visits to a physician 3.7(0-20) 3.4(0-12) 3.3(0-18)
Visits to a physiotherapist 0.6 (0-8) 0.5 (0-6) 0.9 (0-12)
Satisfaction with overall medical care| 45(0-9) 4.2 (0-9) 4.1(0-10)
Expectation of not recovering
Subjective risk for not recovering (0-10)** 4.9 (0-10) 4.8 (0-10) 5.2 (0-10)

* Mean (range), unless otherwise stated. P > 0.05 on comparisons between the groups for each characteristic.

T Every patient had daily symptoms at baseline.

¥ Scored on an 11-point scale with 0 representing no pain at all and 10 unbearable pain.

§ Mean % of maximum score (45).

|| Scored on an 11-point scale with O representing complete dissatisfaction and 10 complete satisfaction.
9l Scored on an 11-point scale with 0 representing complete disability and 10 complete ability.

# Scale of 0.00-1.00, where 1.00 represents the best possible quality of life.

** Scored on an 11-point scale with 0 representing the lowest risk of not recovering and the 10 highest risk.

tion with a specialist in physical and rehabilitation medicine
during the past year, inpatient rehabilitation for back pain dur-
ing the last 3 years, 3 months of continuous sick leave resulting
from back pain during the preceding year, and impossibility of
a work site visit. Patients with prior back surgery were not
excluded.

Randomization. Patients agreeing to participate were asked
to complete baseline questionnaires at FIOH. The research
nurse then randomized each patient into one of the three study
groups; to ensure even distribution of patients regarding gender
and age >45 and <45 years, four piles of sealed envelopes were
used, and in each the randomization was done in blocks of 15.
A biostatistician had prepared the order from a random num-
ber table. A secretary unconnected with the patients had num-
bered the envelopes sequentially to prevent their rearrange-
ment. The research nurse and researchers were not aware of the
block size and therefore could not predict the group
assignments.

Interventions. All the patients visited FIOH once.

Mini-Intervention Group (A). The mini-intervention was

based on current guidelines,**-***? including features from a

light mobilization program?®?' and a graded activity pro-

gram®*2° reported earlier. Specific exercises recommended
were based on studies on the function and well-being of the
back,'-7-18:27:35:36 A physician specializing in physiatry first
interviewed and examined the patients in the mini-intervention
group (n = 56) and encouraged them to ask anything unclear
about their back pain. Working conditions were discussed and
the results of the clinical examination explained to the patient
and the radiograph findings and causes of pain clarified as far
as possible.

The physician then introduced the patient, the main clinical
findings, and the radiographs to a specialist in physiatry and a
physiotherapist who confirmed the diagnosis and informed the
patient of the good prognosis of the disorder and the impor-
tance of avoiding bed rest, remaining active, and exercising
daily (e.g., walking, bicycling, skiing). Sick leave was pre-
scribed, if necessary. The patient, the physicians, and the phys-
iotherapist mutually agreed about the essence of the
rehabilitation.

The main aim of these consultations was to reduce the pa-
tients” concerns about their back pain by providing accurate
information and to encourage physical activity. Typically, the
first part lasted for 45 minutes and the latter part 15 minutes.
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Table 2. Recommendations Given by the Back Specialist
and Involvement of the Physiotherapist

Work Site-Visit
Group (N = 51)

Mini-intervention
Group (N = 56)

Recommendation by the physician
Sick leave (days) [mean (range)] 11(0-26) SD (5.7) 12 (0-25) SD (8.1)
Advice to exercise 95 92

Exercising with weights 39 39
NSAIDs 34 31
Other analgesics 13 10
Other medicine 9 10
Back support 13 8
Group physiotherapy 20 20
Individual physiotherapy 18 14
Further examinations 16 18
Counseling or extra control 32 20
visits
Modified work 1" 12

Assessed and instructed by the
physiotherapist

Lifting 100 100
Sitting 100 100
Standing 100 100
Sitting down and standing up 100 100
Walking 88 88
Home exercises 88 92
Reaching out 57 57
Sleeping position 32 35
Weight exercise program 27 24
Housework and cleaning 25 24

Values are % unless otherwise indicated.
NSAIDs = nonsteroidal anti-inflammatory drugs.

The patient and the physiotherapist then appraised the pa-
tient’s daily back-straining activities, such as lifting, sitting,
standing, sitting down and standing up, walking, reaching out,
sleeping position, and housework. Special movements required
at the patient’s work were trained if necessary. On the basis of
individual need and motivation, the physiotherapist instructed
the patient no more than five exercises for improving the func-
tion of deep abdominal muscles and establishing symmetric use
of the back. Other daily exercises were planned feasible enough
for the patient to commit to and execute them. The aim of this
approximately 1.5-hour session was to increase body control
and exercising in everyday life.

Feedback to the patient’s GP included recommendations on
further diagnostic tests, treatment, work, and sick leave. The
GP at the patient’s local health care center subsequently coor-
dinated the recommended treatment in his/her usual manner at
the health care center.

Work Site Visit Group (B). Intervention for the work site
visit group (n = 51) by the physicians and the physiotherapist
was identical to that in the mini-intervention group and per-
formed without knowledge of final group assignment, which
the research nurse confirmed just before the patient left FIOH
(Table 2). The physiotherapist visited the patient’s work site
shortly after the FIOH appointment or his/her return to work.
The patient’s work supervisor and company nurse, physiother-
apist, and physician were asked to join in the session. The aim
of the visit, which lasted for approximately 75 minutes, was to
ensure that the patient had adapted to the information and
practical instructions of appropriate ways of using the back at
work, to involve the supervisor and company health care pro-
fessionals, and to encourage their cooperation. If needed, ad-

ditional advice on back-friendly working techniques was given
for the patient. Suggestions on purchase of specific equipment
to the work site or the working environment were only given, if
especially requested.

Feedback from the FIOH visit and a written report describ-
ing the substance and findings of the work site visit were sent to
the patients” company physicians and to their GPs. The other
participants of the work site visit were sent only a report on the
work site visit. The patient was asked to give the report to
his/her manager and encouraged to continue cooperation with
the company health care. The company physician was advised
to refer any patient who still had disabling low back pain or
was on sick leave 3 months after randomization for inpatient
rehabilitation.

Usual Care Group (C). Patients in the usual care group (n =
57) were not examined at FIOH but did receive a leaflet on
back pain?® (as did all other study patients). They were treated
by their GPs in primary health care in the usual manner, includ-
ing specialist consultations and physiotherapy, when neces-
sary. They were not restricted from seeking specialist treatment
privately, i.e., at their own expense if they so wished.

Follow-up. All patients in each study group (except for one in
the usual care group, who, without explanation, decided to
withdraw from the study at the 3-month follow-up) were fol-
lowed up by questionnaires 3, 6, and 12 months after
randomization.

Outcomes. The main outcomes were sick leave resulting from
back pain, intensity of pain (rated 0-10) back-specific disabil-
ity (Oswestry),%? generic health-related quality of life (15D),**
frequency and bothersomeness of pain, interference of pain
with daily life,” health care consumption resulting from back
pain, and patient satisfaction with overall medical care (rated
0-10). The patients also answered questions about their work,
exercising, health care consumption, and back pain-related
expenses.

Economic Analysis. For the economic analysis, the type and
amount of drugs prescribed were estimated from the question-
naires and valued at current market prices. Use and costs of
health care services were recorded from the patients’ reports.
Unit costs of health care services were derived from market
prices where possible or from health services producers (Ta-
ble 3). The total costs were analyzed using the human capital
method'? with the Kruskal-Wallis nonparametric test.

Table 3. Prices Used in Economic Analysis

Dollar Amount*

Mini-intervention 181
Mini-intervention plus work site-visit 250
Direct health care costs
Visit to general practitioner or 72
occupational physician
Visit to specialist physician 17
Visit to physiotherapist 31
Visit to nurse 30
Hospitalization (per day) 323
Rehabilitation (per day) 179
Indirect costs
Absenteeism from work (per day) 152

* Official average exchange rate in 1999: USD 1.00 = FIM 5.5787.
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Table 4. Results on 3-, 6-, and 12-Month Follow-ups* [mini-intervention group (A), work site-visit group (B), and usual

care group (C)]

Variable FU (A) (B) (C) A vs. Ct B vs. Ct
Intensity of painti§ 3 mos 4.1 (0-9) 3.5 (0-10) 4.1 (0-9) —0.1 (—-0.9-0.7) —0.2 (—1.0-0.6)
6 mos 3.7 (0-8) 3.6 (0-8) 3.7 (0-10) P = 0.783 P = 0.687
12 mos 3.8 (0-8) 3.2 (0-9) 3.7 (0-10)
Daily symptoms|| 3 mos 18% 19% 38% 0.3 (0.1-0.7) 0.4 (0.2-0.9)
6 mos 13% 18% 25% P = 0.002 P = 0.030
12 mos 4% 8% 13%
Very or extremely bothersome pain 3mos 29% 35% 48% 0.5 (0.3-0.9) 0.7 (0.4-1.4)
during the past week||
6 mos 20% 26% 34% P = 0.032 P =0315
12 mos 20% 271% 29%
Pain has interfered quite a bit or 3mos 25% 25% 35% 0.5 (0.2-1.0) 0.5 (0.3-1.1)
extremely with work or daily life
during past week||
6 mos 16% 22% 34% P = 0.039 P = 0.088
12 mos 14% 10% 23%
Oswestry disability index# 3 mos 20 (0-44) 22 (0-78) 25 (0-76) —25(=7.2-21) —0.9 (-5.7-39)
6 mos 19 (0-56) 19 (0-53) 21 (0-51) P = 0.289 P =10718
12 mos 19 (0-62) 18 (0-62) 19 (0-51)
15D# 3 mos 0.889 (0.7-1.0) 0.888 (0.6-1.0) 0.870 (0.6-1.0) 0.01 (—0.01-0.03) 0.00 (—0.02-0.02)
6 mos 0.900 (0.6-1.0) 0.891 (0.6-1.0) 0.888 (0.7-1.0) P = 0.295 P = 0.834
12 mos 0.881 (0.6-1.0) 0.888 (0.6-1.0) 0.892 (0.7-1.0)
Satisfaction with medical care (0-10)** 3 mos 6.2 (1-10) 6.1 (0-10) 4.1 (0~10) 1.5 (0.7-2.4) 2.0 (1.08-2.9)
6 mos 5.9 (0-10) 6.4 (0-10) 4.3 (0-10) P = 0.001 P < 0.001
12 mos 5.9 (0-10) 6.7 (0-10) 4.1 (0-10)
Days on sick leavett 12 mos 19 (0-250) 28 (0-279) 41 (0-270) P =0.019 P =0.07

* At 3 months: A (n = 56), B (n = 48), and C (n = 56), at 6 months: A (n = 56), B (n = 50), and C (n = 54), at 12 months: A (n = 56), B (n = 49), and C (n =

56), if not otherwise stated.

T The between group significance, odds ratio (95% confidence interval) and P value, has been calculated for the entire follow-up period using the repeated
measures analysis with a baseline and time factor, except in the case of sick leave.

¥ Mean (range).

& Scored on an 11-point scale with 0 representing no pain at all and 10 unbearable pain.

|| Dichotomous outcome. Percentages in each group.
9 Mean % of maximum score (45).
# Scale of 0.00-1.00. 1.00 represents the best possible quality of life.

** Scored on an 11-point scale with 0 representing complete dissatisfaction and 10 complete satisfaction.
T1 Statistical significance (P value) of cumulative days on sick leave after randomization was calculated only for patients who returned all follow-up questionnaires.
Sick leave was not controlled for with the baseline findings. Significance between the groups analyzed with Kruskal-Wallis nonparametric test. A (n = 55), B (n =

46), and C (n = 51).
FU = follow-up.

The costs of all ambulatory health care visits (to physicians,
physiotherapists, nurses), days of inpatient hospital care, reha-
bilitation, medication, diagnostic tests, and radiologic exami-
nations were all included in direct health care costs. Data on
sick leave, health care consumption, and costs were used for the
cumulative analysis only from patients who returned all fol-
low-up questionnaires (Tables 4 and 5).

Statistics. Power calculations were carried out before the
study to attain a power at least equal to 0.80 at the 0.05 sig-
nificance level. A clinically significant difference between the
groups in the primary outcome, pain intensity (on a scale of
0-10), was considered to be 1.5 (standard deviation 2.5). Ac-
cordingly, 45 patients per group and a total of 135 subjects
were needed.

Table 5. Health Care Consumption and Costs During 1-Year Follow-up* (intervention included) [Mini-intervention
group (A), worksite-visit group (B) and usual care group (C)]

Variable (A) (B) (C) Avs. C Bvs.C
N = 56 N =47 N = 54
Visits to physicians 7 (1-42) 6 (1-25) 6 (0-49) P = 0.745 P = 0449
Visits to physiotherapists 5 (1-71) 6 (2-34) 6 (0-42) P =0.290 P = 0.025
Health care coststt 1024 (181-6303) 1024 (250-7714) 1351 (0-7485) P = 0.562 P = 0714
Costs of diagnostic tests and 47 (0-466) 41 (0-414) 119 (0-1563) P = 0.077 P = 0.038
radiological examinationst

Days as hospital inpatient 0.1 (0-4) 0.4 (0-6) 0.3 (0-7) P = 0374 P = 0.596
Days in inpatient rehabilitation 0.3 (0-14) 1.4 (0-21) 1.6 (0-24) P = 0.026 P = 0.525
Health care and sick leave costst$ 4208 (181-41226) 4833 (250-43739) 7760 (0-45408) P = 0.075 P = 0.098

* Mean (range). Significance between the groups analyzed with Kruskal-Wallis non-parametric test.

T USD. Official average exchange rate in 1999 USD 1.00 = FIM 5.5787

¥ Costs of: visits to physicians, physiotherapists and nurses, days at inpatient care in hospital, rehabilitation, diagnostic tests, x-rays and medication.
& Cost of a day on sick leave: 152 USD.
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Patients identified by 105 GP:s
were invited as candidates to
participate n=190

20 did not fulfill inclusion criteria:
12 pain too chronic

4 worksite-visit visit not feasible
‘\b 1 operation under consideration
Randomized 1 just visited back specialist
N=170 1 pain too mild

1 recovered
/ ‘

MINI-INTERVENTION WORKSITE-VISIT GROUP

USUAL CARE GROUP

GROUP N=58 N=55 N=57
2 excluded: 4 excluded: 1 withdrew from
1 referred to orthopedic surgeon »| 2 referred to orthopedic surgeon study
1hip fracture 2 worksite-visit visit not feasible
A A A /
MINI-INTERVENTION GROUP WORKSITE-VISIT GROUP USUAL CARE GROUP
N=56 N=51 N=57
3 months follow-up 3 months follow-up 3 months follow-up
N=56; 100% N=48; 94 % N=56; 98 %
6 months follow-up 6 months follow-up 6 months follow-up
N=56; 100% N=51; 100 % (1 patient pregnant and thus N=54; 95%
12 months follow-up excluded. Analysed n=50) 12 months follow-up
N=56; 100% 12 months follow-up N=56; 98%
N=49; 96% (1 patient deceased and 1
patient lost)

Figure 1. Patient flow during the study.

Patients were included in the analysis on the basis of their
intervention group allocation. Missing questionnaires or values
in questionnaires were not substituted for, except in the series
of questions on quality of life (15D), in which a missing value
was estimated from the other answers using regression
analysis.

Because of skewed distribution of the data, the Kruskal-
Wallis nonparametric test was used to analyze means and me-
dians of continuous outcomes. Percentages for dichotomized
outcomes were calculated using cross tabulation. Computa-
tions were performed using SPSS 10.0 for Windows software.

Statistical Methods for the Repeated-Measures Analysis.
A structured analysis method for repeated measures was used
to analyze the continuous response data (i.e., repeated obser-
vations at follow-up times of 3, 6, and 12 months). Unstruc-
tured correlation for the repeated measures was used in all
analyses. Group-variable interactions with the time factor
were first tested (and were in all cases nonsignificant). The
group comparisons were analyzed with the model, including
the time factor and baseline information, using the mixed pro-
cedure of the SAS system.>® We used the restricted estimation
method for maximum likelihood and “satterth” specified as the
method for computing the denominator degrees of freedom for
the tests of fixed effects.

For binary responses we used the Generalized Estimating
Equations method to analyze our repeated-measures data. This
method enabled us to include the correlation structure of the
repeated measures in the analysis. In the Generalized Estimat-
ing Equations method, the mean response is modeled as a lo-
gistic regression model, implying the odds ratio as the effect
measure. The unstructured correlation structure was also used

in this analysis. We used the SAS/STAT program?° to analyze
the continuous and binary response variables.

Ethical Considerations. The ethical committees of FIOH and
the participating Helsinki metropolitan cities (Helsinki, Espoo,
and Vantaa) approved the study. Patients were provided de-
tailed written and oral information about the study and the
interventions according to the Declaration of Helsinki*® before
being asked to sign an informed consent.

H Results

Study Population

Between August 1998 and May 2000, 164 patients were
enrolled in the trial: 96 women (58%) and 68 men
(42%). Figure 1 shows the patient flow and reasons for
exclusion. In total, 98% of the included patients pro-
vided follow-up information useful in the effectiveness
analysis at each follow-up. At baseline, patients were
comparable in each treatment arm (Table 1).

Interventions and Cointerventions
The physiotherapist visited the work site of 49 of 51
patients in the work site visit group; two patients needed
to change their jobs because of back pain, and in these
cases visits were not carried out. In 86% of the cases the
patient’s work supervisor and in 82% at least one person
from the occupational health care (nurse, physiothera-
pist, or physician) attended the work site visit. At three
work site visits, there was no participation from the em-
ployer or occupational health care side. Work site visits
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Figure 2. Cumulative days on sick leave during the 12-month
follow-up.

incorporated the following: ergonomic lifting (in 65 % of
visits), sitting (67%), reaching out (61%), standing
(47%), sitting down and standing up (31%), and walk-
ing (8%). In addition, based on work site assessment,
minor adjustments were made in 51% of the visits.
Two patients in each study group had spine surgery
during the 12-month follow-up. Cointerventions, such
as visits including the use of alternative medicine ser-
vices, were equally distributed among the three groups.

Outcomes
At all three follow-ups, the numbers with daily pain were
smaller in both intervention groups than in the usual care
group (A ws. C, P = 0.002; Buvs. C, P = 0.030) (Table 4).
Furthermore, when comparing the mini-intervention
group with the usual care group, pain was less bother-
some (A vs. C, P = 0.032; B ws. C, P = 0.315) and
interfered less with daily activities (A vs. C, P = 0.039; B
vs. C, P = 0.088) in the mini-intervention group. How-
ever, there were no clinically or statistically significant
differences between the three treatment arms regarding
intensity of pain, Oswestry disability index, or generic
health-related quality of life (Table 4).

During the 12 months of follow-up, patients in the
intervention groups had spent fewer days on sick leave
(average in the mini-intervention group 19 days; work
site visit group 28 days) than the controls (41 days) (A vs.
C, P = 0.019; Bws. C, P = 0.128) (Table 4; Figure 2).
The median for sick leave was 0 days for the mini-
intervention group, 1 day for the work site visit group,
and 7 days for the usual care group (A vs. C, P = 0.043;
Buws. C, P=0.189).

The intervention group patients were more satisfied
with overall medical care than the controls during the
entire 12-month follow-up (A vs. C, P = 0.001; B vs. C,
P < 0.001) (Table 4).

Health Care Consumption and Costs
In the mini-intervention group only one patient had been
in inpatient rehabilitation compared with seven patients in
the control group and four in the work site visit group. The
costs of diagnostic tests and radiologic examinations were
significantly smaller in the work site visit group than in
the usual care group. The direct health care costs were
$359 (U.S.) less in the mini-intervention group and $163
(U.S.) less in the work site visit group compared with
controls, but these differences were not statistically sig-
nificant. When adding costs of the sick leave into the
direct health care costs, total costs were $3552 (U.S.) less
in the mini-intervention group and $2927 (U.S.) less in
the work site visit group compared with the usual care
group (Table 5).

There were no statistically or clinically significant dif-
ferences between the mini-intervention and the work site
visit groups with respect to clinical or economic
outcomes.

H Discussion

Our results show that a mini-intervention by a physia-
trist and physiotherapist in the subacute phase of low
back pain has a positive impact on patients’ symptoms,
satisfaction with medical care, and sick leave (Figure 2),
whereas an additional work site visit does not improve
clinical outcome. Because the mini-intervention and the
work site visit were the only additions to usual care in the
intervention groups of our study, we can confidently say
that simple early specialist consultation with recommen-
dations of further care has a positive impact on the re-
covery of patients with subacute low back pain. The
results of the intervention might have been even more
impressive had the patients in each treatment arm not
received an information booklet on the treatment of
back pain.'® It must be admitted, though, that previous
data on the effectiveness of using an information booklet
as treatment for low back pain are conflicting.*1¢-*?
Two strengths of our study are the simple design of
the trial and the high follow-up percentages (94-100%)
in each group. Blinding of patients and therapists is chal-
lenging in these types of trials*® and are often deemed
impossible. We were able to blind the patient and thera-
pist with respect to group assignment until the end of the
consultation at FIOH, enhancing the credibility of the
results. The facts that the two interventions were com-
pared with usual care, i.e., the conventional way of treat-
ing low back pain in the public health care system of
Finland, and that the patients were recruited from the
standard patient material of the Helsinki Metropolitan
area GPs, make the results, in our opinion, generalizable
also to patients with back pain from other countries.
Although back pain is one of the most common health
problems, we had problems with recruiting patients from
busy GPs. Only 105 of the 350 informed GPs were able
to provide patients to the study (typically, one or two
patients each). Our decision to inform a large pool of
GPs of the study thus turned out to be correct and en-
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sured successful recruitment of patients. Patients came
from an equal mix of the 36 participating health care
centers (considering the size of the centers) and, to our
understanding, represent a typical sample of Finnish pa-
tients with subacute back pain. Although it is possible
that the GPs might have referred to the study more often
patients who they thought would benefit from the inter-
vention, the study population represents, to our under-
standing, fairly well the average case mix of primary care
patients, at least those to whom it is pertinent to send for
specialist care.

For practical reasons the physician intervention was
performed by two physicians (one specializing in physia-
try and one board-certified specialist). We are confident,
however, that the results would have been the same had
only one certified specialist been involved in the interven-
tion, as it was essential that physicians and physiothera-
pists truly interested in the patient’s concerns performed
the intervention at FIOH. Previous studies have shown that
pain-related fear may be more disabling than pain itself,®
and the reassuring and fear-reducing effects of being
taken seriously by interested professionals may conse-
quently be one explanation for the high patient satisfac-
tion with treatment observed in our study (Table 4).

Patients in the work site visit group were the most
satisfied with the treatment, presumably because of the
additional attention they received. Because the outcomes
for the mini-intervention group were more favorable
than those for the work site visit group, this high patient
satisfaction was not directly reflected in clinical out-
comes. Patients seemed to have learned how to cope with
their back pain at the time of their visit to FIOH. It may
be that the patients in the work site visit group may have
taken less responsibility for their own well-being, know-
ing the involvement of the company health care and the
possibility for inpatient rehabilitation. Such an attitude
may be counterproductive for recovery. Another possi-
ble explanation for the discrepancy is the fact that the
work site visit concentrating on just one worker’s job
and well-being may have created an unpleasant and en-
vious atmosphere at the patient’s work site and inter-
fered with his/her personal relationships with coworkers.
Nevertheless, more research on effectiveness of different
types of work site interventions is needed.

In accordance with previous studies,'#?%-21-2%2¢ the
positive results in our study emerged in terms of fewer
days on sick leave. In the two most similar trials to
ours,'>?%2! sick leave was the only outcome. Admit-
tedly, sick leave is perhaps the most important outcome
of back pain studies because of its enormous economic
burden on society. The main aim of our mini-
intervention was to encourage patients to carry on with
their normal life and work as normally as possible de-
spite the pain. This approach worked, as patients in the
intervention groups (A and B) spent much less time on
sick leave than the controls. The fact that the mini-
intervention with a fairly small biomedical component
reduced also the self-reported occurrence of daily pain

and made symptoms less irritating without lessening the
intensity of the pain indicates that prolonged low back
pain with long-term time loss might be considered more
a psychosocial problem with a medical aspect rather
than a medical problem with psychosocial aspect.

New treatments are these days required to be cost-
effective before being adopted into routine use. To allow
for the estimation of costs, visits to health care, medica-
tion used, laboratory and radiologic examinations, and
possible use of alternative medicines were all recorded in
a similar manner in the three groups of the study. Even
considering only direct health care costs, the mini-
intervention turned out to be cost saving compared with
conventional treatment. The cost-saving potential of the
mini-intervention was even enhanced when the costs of
sick leave were also taken into account. Based on these
results, it seems that by investing a little to the early
efficient intervention of subacute low back pain, consid-
erable long-term savings can be expected.

H Conclusion

In conclusion, mini-intervention by a physician special-
ized in back pain and a physiotherapist involving clinical
examination, information, support and simple advice,
reduced daily symptoms, and sickness absenteeism led to
better treatment satisfaction and adaptation to pain
compared with the usual care for patients with subacute
low back pain. This was achieved by adding mini-
intervention to long-term usual care, and it did not lead
to any extra health care costs. The accompanying work
site visit did not improve the clinical effect.

H Key Points

e A mini-intervention by a physiatrist and a phys-
iotherapist involving clinical examination, infor-
mation, support and simple advice, reduces daily
symptoms and sickness absenteeism as well as in-
creases treatment satisfaction and adaptation to
pain for patients with subacute low back pain.

e A work site visit appears not to add clinical ef-
fectiveness to the mini-intervention.

e Mini-intervention as a part of regular treatment
of subacute low back pain reduces costs.
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M Point of View

Glenn Pransky, MD, MoccH

Low back pain (LBP) is a common, usually self-limiting,
and medically benign condition.*®> However, restrictions
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in physical activity from this condition are often associ-
ated with disability and work loss, especially in industri-
alized countries; in the United States alone, LBP disabil-
ity accounts for more than $55 billion in costs." In
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patients with chronic LBP, intensive multidisciplinary
biopsychosocial interventions are effective in reducing
disability;* more recently, these approaches have been
applied to patients earlier in the disablement process.
The mini-intervention reported by Karjalainen et al’ fo-
cused on resolving patient concerns and encouraging ac-
tivity, extending the findings of Indahl ez al.® Although
pain levels were similar across all groups, the interven-
tion resulted in sustained decreases in concerns about
pain and less LBP interference with activity.

The mini-intervention also addressed several work-
place issues that have been linked to prolonged disabili-
ty,”>'” with approaches that have been effective in other
studies.'®"'32 Each patient had a discussion about work
limitations, avoidance of sick leave, how to handle phys-
ically challenging work activities, with feedback to the
general practitioner, and receipt of a booklet about living
with LBP and avoiding disability. The study demon-
strates that medical providers can facilitate return to
work, in a sample of patients representative of common
medical practice.

The failure of the work site visit component to pro-
vide additional reduction in pain or disability is not sur-
prising. At least 25% of study participants had no signif-
icant work limitations as a result of their LBP, and many
had not lost time from work. The low prevalence of
recommendations for modified work reported here
might be an indicator of how few patients actually would
have benefited from workplace intervention. Other
workplace intervention trials have been restricted to pa-
tients whose LBP directly interfered with work, as evi-
denced by being on disability.>”%1%-13:18 Fyrthermore,
the workplace visit effect may have been overshadowed
by other work-related components of both intervention
arms. Whether a subset of patients benefited from the
work site intervention would be difficult to discern with-
out large patient samples or more precise work outcome
measures.''-15:17:22

More importantly, it is possible that the work site inter-
vention was too brief or failed to include the elements of
success that have been suggested by prior studies. Whereas
some conclude that work site interventions do not improve
return to work in subacute LBP,”** others disagree.>'%*?
Several studies suggest that collaborative problem-solving,
ergonomic job modification, alternative duty job availabil-
ity, improved physician—employer communication, and
ongoing support lead to earlier return to work in subacute
LBP.*10:1%16:25 NMuylticomponent interventions that com-
bine a supportive employer response and continual contact
with the injured worker appear to be most effective.?!***
The approach used here, with instruction on “back-friendly
working techniques” and how to lift, sit, and stand, was
ineffective in other studies.”® Purely medical approaches,
such as improving adherence to established guidelines for
care, or medical case management without linkage to the
workplace, also have little, if any, positive effect.*!

More research is certainly needed, not necessarily to de-
velop new paradigms for disability reduction but to extend
current knowledge about disability prevention to a greater
number of patients.’ In this context, the study by Kar-
jalainen et al’ represents an important contribution to our
knowledge about effective approaches to restoring normal
function in all aspects of the lives of our patients with LBP.
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