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ABSTRACT

Background: Interlaminar epidural steroid injections (ILESIs)
are commonly employed in the management of patients with
symptomatic degenerative lumbar spinal canal stenosis
despite little experimental evidence to guide technique
optimization. One untested performance parameter is the
intervertebral level at which the ILESI should be performed for
maximum patient relief.

Methods: This study randomized patients with symptomatic
degenerative lumbar spinal canal stenosis to receive an ILESI at
the level of maximal spinal canal stenosis or at a normal/less
stenotic intervertebral site 2 intervertebral levels cephalad to
the level of maximal stenosis. Pain with ambulation and Roland
Morris Disability Questionnaire scores were collected prior to
the procedure and at 1-, 4-, and 12-week follow-ups.
Results: Fifty-seven patients were enrolled. Thirty patients
(Group 1) received an ILESI at the level of maximal stenosis;
27 patients (Group 2) received an ILESI at a less stenotic level.
The mean baseline preprocedural maximal pain with ambula-
tion and disability scores for the 2 groups were not significantly
different (P=0.94 and P=0.13, respectively). Patients’ pain with
ambulation scores were significantly lower in Group 1
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compared to Group 2 at 1 and 4 weeks postinjection, but
they were not significantly lower at 12 weeks (1 week,
P=0.045; 4 weeks, P=0.049; 12 weeks, P=0.08). The mean
Roland Morris Disability Questionnaire scores at 1, 4, and 12
weeks postinjection were significantly lower in Group 1 as
compared to Group 2 (P=0.001, P=0.009, P=0.003, respec-
tively).

Conclusion: Results suggest that patient symptom improve-
ment is optimized when the ILESI is performed at the
intervertebral level of maximal stenosis.

INTRODUCTION

Symptomatic degenerative lumbar spinal canal
stenosis (DLSCS) is a common cause of spinal origin
pain and dysfunction. Despite several studies dem-
onstrating that surgery tends to achieve more
favorable long-term outcomes, '™ nonsurgical options
are advocated for first-line therapy. Interlaminar
epidural steroid injections (ILESIs) are an increasingly
employed nonsurgical intervention for patients’ short-
term relief.>'" However, a paucity of data exists with
regard to the technical components of proper ILESI
performance. The lack of standardization and valida-
tion of many ILESI technique parameters may lead to
variability in DLSCS patient response. Many practi-
tioners cite the need for more randomized controlled
trials that investigate technical parameter valida-
tion.213

This study focuses on one important untested
performance parameter: the intervertebral level at
which an ILESI should be performed to achieve
optimal effectiveness. A review of the English-lan-
guage literature yields little guidance for selecting the
most appropriate intervertebral level for ILESI perfor-
mance. One source suggests that the ILESI may be
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performed at any level, most often at L3-L4 or L4-L5."*
Another source states that the injection can be
performed at any level, preferably at or below the
intervertebral level of pathology.' Neither of these
citations offers any rationale for these statements. The
foundation for these unsupported claims is likely that
the L4-L5 intervertebral level is the most commonly
afflicted level in patients with DLSCS. Therefore, our
supposition is that in current practice the interverte-
bral level of ILESI performance is selected on the
basis of opinion, prior training, and experience, rather
than on experimentally derived data.

At Ochsner Clinic Foundation, we review the
cross-sectional imaging of all patients with DLSCS
who are referred for ILESI to determine the most
stenotic intervertebral level. We confirm that the
anatomical distribution of the patient’s pain is refer-
able to or below the maximally stenotic intervertebral
level. Without a clear standard, we then perform the
ILESI at the level of maximal spinal canal narrowing.
We use this performance strategy because the most
stenotic level is likely the principal source for the
patient’s symptoms and delivering medication directly
to this location will likely maximize therapeutic effect.
Some interventionalists may disagree with this meth-
odology, citing concern that pressure from the
injectate may exacerbate the patients’ symptoms.
Our clinical experience does not support this concern,
but this notion has not been studied experimentally.

Driven by the absence of empirical data to guide
the site of injection, we investigated the hypothesis
that performance of the ILESI in patients with
symptomatic DLSCS at the level of maximal stenosis
is more effective than injection at a nearby, less
stenotic level. The study evaluated the effect on the
patient’s pain with ambulation (neurogenic claudica-
tion—the clinical hallmark of DLSCS) as well as
functional disability. We also evaluated the immediate
postprocedural pain in both groups to evaluate the
potential negative effect of injecting at the level of
stenosis.

METHODS

This study was conducted under the oversight of
the institutional review board and was deemed Health
Insurance Portability and Accountability Act compli-
ant. From September 2006 to October 2007, the
clinical histories of all patients (n=236) referred to the
interventional radiology section for ILESI performance
were reviewed. To be included in the study, the
patient had to suffer from bilateral lower extremity pain
referable to the lumbar spine, caused and/or exacer-
bated by ambulation. In addition, the patient was
required to have undergone cross-sectional imaging
(magnetic resonance imaging or computed tomogra-
phy) consistent with DLSCS. The clinical history and
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preprocedural imaging were reviewed by the attend-
ing staff authors (JM, DK) for study eligibility. The
clinical symptoms had to correlate with the interver-
tebral level of maximal stenosis for inclusion. Patients
were included if they had additional less stenotic
levels unless a dominant level was unable to be
determined. Patients who had exposure to steroids in
the past 3 months or who had undergone lumbar
spinal surgery were excluded.

Qualifying patients were invited to participate and
informed consent was obtained. Using an analog pain
scale of 0 to 10 (0=no pain, 10=worst pain imagin-
able), the enrolled patients’ maximal pain during
ambulation scores and resting pain level scores were
recorded at the time of the interview (5 minutes prior
to the ILESI). Patients were also administered a
Roland Morris Disability Questionnaire (RMDQ), a
widely used health status measure for low back pain
at baseline.'®"”

The patients were then randomized to have their
fluoroscopically guided lumbar ILESI performed either
at the level of maximal stenosis or 2 intervertebral
levels cephalad, corresponding to a less stenotic
level. Injection was performed with a 20-gauge Tuohy
needle using a loss of resistance technique. The
injectate consisted of 2 mL of 40 mg/mL methylpred-
nisolone (Pfizer), 2 mL of bupivacaine 0.25% (Hos-
pira), and 2 mL of normal saline for a total injectate
volume of 6 mL. The patient was blinded to the
injection level. After the procedure, the patient was
allowed a 5-minute break period. Following this
break, the patient’s resting pain postprocedural score
using the 0-10 analog pain scale was obtained. The
patient was then discharged per normal protocol.

At 1, 4, and 12 weeks postinjection, the patients
were reinterviewed via phone by a person blinded to
the level at which the patient’s ILESI was performed.
The patient’s maximal pain with ambulation and the
RMDQ scores were again queried. The patient’s
status regarding postinjection steroid exposure or
surgery was also determined. The primary endpoint
for this study was the 12-week postinjection interview.
Patients were no longer followed if they declined
continued participation, became unreachable for
follow-up interviews, had additional steroid exposure,
or underwent spinal surgery.

Statistical Tests

Study variables included maximal pain scores with
ambulation and RMDQ scores preinjection and at 1,
4, and 12 weeks postinjection, as well as pain scores
at rest several minutes prior to the injection and
approximately 5 minutes postinjection. These factors
were analyzed using linear regression with maximum
likelihood estimation. This analysis allowed for inclu-

63



Interlaminar Epidural Steroid Injection for Spinal Canal Stenosis

Comparison of Pain with Ambulation Scores at Study Intervals
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Figure 1. Graph showing maximum pain with ambulation
scores at baseline, 1, 4, and 12 weeks postinjection for both
study groups. Comparison of the values demonstrates greater
reduction in pain with ambulation scores at 1 and 4 weeks
postinjection for the study group participants who received
their interlaminar epidural steroid injections at the level of
maximal stenosis as compared to the other group; this
difference was statistically significant. The trend continued at
12 weeks but the difference was not statistically significant,
possibly due to the decrease in the number of patients
included at this point in the study.

sion of subjects with incomplete data and controlled
for clustering due to the repeated measures on each
subject. Significance was defined as P<0.05.

RESULTS

Fifty-seven patients met inclusion criteria, agreed
to participate, and were enrolled. Twenty patients
were male; 37 were female. Mean patient age was
65.3 years (range, 32-88 years). Average duration of
symptomatology (pain and/or disability) was 42
months. The mean degree of canal narrowing at the
most stenotic level was 6.1 mm (range, 2.5-9.1 mm).
The most common maximally stenotic intervertebral
level was L4-L5 (n=42) followed by L3-L4 (n=11) and
L5-S1 (n=4).

Thirty patients received their ILESI at the level of
maximal stenosis (Group 1); the remaining 27
received their ILESI 2 intervertebral levels cephalad
to the level of maximal stenosis (Group 2).

Group 1 had a mean baseline maximal pain with
ambulation score of 8.8 (standard deviation [SD] 1.6,
n=30) that decreased to 3.6 (SD 3.3, n=28) at 1 week
postinjection and increased to 4.5 (SD 3.9, n=27) at 4
weeks and 6.7 (SD 5.3, n=15) at 12 weeks postinjec-
tion. Group 2 had a mean baseline maximal pain with
ambulation score of 8.8 (SD 2.0, n=27) that decreased
to 5.4 (SD 3.5, n=24) at 1 week postinjection and
increased to 6.3 (SD 3.2, n=20) at 4 weeks and 7.0
(SD 2.9, n=13) at 12 weeks postinjection (Figure 1).
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Comparison of Roland Morris Disability Questionnaire Scores
at Study Intervals
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Figure 2. Roland Morris Disability Questionnaire scores at
baseline, 1, 4, and 12 weeks postinjection for both study
groups. Scores were significantly reduced at 1, 4, and 12
weeks postinjection for the study group participants who
received their interlaminar epidural steroid injections at the
level of maximal stenosis (Group 1) compared to Group 2.

The difference between the 2 groups in mean
baseline maximal pain with ambulation scores
(P=0.94) and disability scores (P=0.13) was not
statistically significant. The mean maximal pain with
ambulation scores at 1, 4, and 12 weeks postinjection
in Group 1 were significantly lower than the mean
baseline score (1 week, P<0.001; 4 weeks, P<0.001;
12 weeks, P<0.001). Group 2 also demonstrated
significantly lower mean maximal pain with ambula-
tion scores at 1 and 4 weeks postinjection (1 week,
P<0.001; 4 weeks, P<0.001) compared to the mean
baseline score. Pain scores were also lower at 12-
week follow-up for Group 2, but the difference did not
reach statistical significance (P=0.52).

The mean maximal pain with ambulation scores at
1 and 4 weeks postinjection were significantly lower in
Group 1 compared to Group 2 (1 week, P=0.045; 4
weeks, P=0.049). The Group 1 score was also lower
than the Group 2 score at 12-week follow-up, but the
difference did not reach statistical significance
(P=0.08).

Group 1 had a mean baseline RMDQ score of 11.2
(SD 4.3, n=30) that decreased to 4.7 (SD 4.7, n=28) at
1 week postinjection and increased to 6.2 (SD 5.5,
n=27) at 4 weeks and 6.7 (SD 5.3, n=15) at 12 weeks
postinjection. Group 2 had a mean baseline disability
score of 13.2 (SD 4.3, n=27) that decreased to 10.5
(SD 5.2, n=24) at 1 week postinjection and 9.7 (SD
5.5, n=20) at 4 weeks and increased to 10.1 (SD 5.0,
n=13) at 12 weeks postinjection (Figure 2).

The mean RMDQ scores for Group 1 at 1, 4, and
12 weeks postinjection were significantly less than the
mean baseline score (1 week, P<0.001; 4 weeks,
P<0.001; 12 weeks, P<0.001). Group 2 patients also
demonstrated significantly lower RMDQ scores at 1
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and 4 weeks postinjection (1 week, P<0.001; 4
weeks, P<0.001) compared to the mean baseline
score. Their 12-week score was also below baseline,
but the difference did not reach statistical significance
(P=0.14) due to the decreased number of patients at
that point.

The mean disability scores at 1, 4, and 12 weeks
postinjection were significantly lower for Group 1 as
compared to Group 2 (1 week, P=0.001; 4 weeks,
P=0.009; 12 weeks, P=0.003).

The mean baseline resting pain scores were
similar between the 2 groups: 3.3 (SD 3.2) for Group
1 and 3.5 (SD 3.3) for Group 2. The 5-minute
postinjection resting pain scores also were not
significantly different: 2.0 (SD 2.6) for Group 1 and
2.4 (SD 2.4) for Group 2.

Fifteen patients injected at the site of maximal
stenosis and 14 patients in the other group failed to
reach the 12-week endpoint due to medical exposure
to additional steroids or because they elected to
undergo surgery. No procedural complications oc-
curred. No deaths occurred.

DISCUSSION

The study confirms that ILESIs, irrespective of
intervertebral level of performance, improve DLSCS-
related symptomatology in the short term (1 and 4
weeks). This outcome is in concordance with other
studies demonstrating the short-term benefit of ILESIs
in the management of symptomatic DLSCS.581°

The results indicate that Group 1 experienced
greater pain relief compared to Group 2 at all follow-
up intervals; this difference only reached statistical
significance at 1 and 4 weeks postinjection, possibly
due to the decrease in the number of patients
included at the 12-week point in the study.

The reduction in the mean RMDQ score was
statistically significant for Group 1 compared to Group
2 at 1, 4, and 12 weeks postinjection.

No difference was observed between the 2 groups
in preinjection and postinjection pain at rest scores. In
fact, both scores demonstrated no significant in-
crease from baseline. Patients in our study did not
seem to experience any significant increase in pain
associated with the procedure irrespective of the level
of ILESI performance.

For maximal benefit in patients with DLSCS, an
ILESI should be performed at the most stenotic
intervertebral level as determined by cross-sectional
imaging. Operators should not be concerned that this
technique will cause additional discomfort during the
postprocedural period. The results of this study
suggest that an ILESI performed at any level other
than that of the patient’'s maximal stenosis may not
provide maximum pain relief.
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Administering the injection at the site of maximal
stenosis ensures that the highest concentration of
steroid and anesthetic are delivered to the area of
maximal nerve irritation.’®'® Results suggest that
patients will experience greater pain relief without
the risk of additional discomfort.

To the best of our knowledge, a study of this
nature has never been conducted. In fact, this study
may be the first experimental analysis of this
important ILESI technical parameter, based on our
review of the literature.

This study is limited by patient subjectivity with
regard to the qualitative determination of pain and
disability, as well as the patient’s memory with regard
to the magnitude of his or her pain and disability. In
addition, the use of a phone interview may have
caused some patients to exaggerate the benefits of
their injection to satisfy the interviewer. As stated
previously, this study assumes that the maximal level
of stenosis is the source of the patient’s clinical
symptoms. While the patient was blinded to the
intervertebral level at which the ILESI was performed,
the operator (JM or DK) was aware of the patient’s
level of maximal stenosis and to which group the
patient was randomized. Finally, approximately half of
each cohort failed to achieve the primary endpoint at
12 weeks postinjection.

CONCLUSION

This study validates the hypothesis that ILESIs for
patients with DLSCS should be performed at the level
of maximal stenosis. Operators should review patient
cross-sectional imaging studies prior to ILESI perfor-
mance, determine the level of maximal spinal canal
stenosis, and use image guidance to perform the
ILESI at the intervertebral level of maximal stenosis to
ensure optimal patient benefit.
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