
Background: Epidural steroid injections (ESIs) are commonly used for treatment of symptomatic lumbar 
spinal stenosis (LSS). ESIs are generally administered after failure of conservative therapy. For LSS patients 
suffering from neurogenic claudication, the mild® procedure provides an alternative to ESIs via minimally 
invasive lumbar decompression. Both ESIs and mild offer interventional pain treatment options for LSS 
patients experiencing neurogenic claudication refractory to more conservative therapies.

Study Design: Prospective, multi-center, randomized controlled, clinical study.

Setting: Twenty-six interventional pain management centers throughout the United States.

Objective: To compare patient outcomes following treatment with either mild or ESIs in LSS patients 
with neurogenic claudication and having verified ligamentum flavum hypertrophy.

Methods: Study participants include Medicare beneficiaries who meet study inclusion/exclusion 
criteria. Eligible patients will be randomized in a 1:1 ratio to one of 2 treatment arms, mild (treatment 
group) or ESI (control group). Each study group will include approximately 150 patients who have 
experienced neurogenic claudication symptoms for ≥ 3 months duration who have failed to respond to 
physical therapy, home exercise programs, and oral analgesics. Those randomized to mild are prohibited 
from receiving lumbar ESIs during the study period, while those randomized to ESI may receive ESIs up 
to 4 times per year. Patient assessments will occur at baseline, 6 months, and one year. An additional 
assessment will be conducted for the mild patient group at 2 years.

Outcome Measures: The primary efficacy outcome measure is the proportion of Oswestry Disability Index 
(ODI) responders from baseline to one year follow-up in the treatment group (mild) versus the control group 
(ESI). ODI responders are defined as those patients achieving the validated Minimal Important Change (MIC) 
of ≥ 10 point improvement in ODI from baseline to follow-up as a clinically significant efficacy threshold. 
Secondary efficacy outcome measures include the proportion of Zurich Claudication Questionnaire (ZCQ) 
and Numeric Pain Rating Scale (NPRS) responders from baseline to follow-up using validated MIC thresholds. 
Improvement in ZCQ domains of ≥ 0.5 is considered significant, and a Patient Satisfaction score of at least 
2.5 represents a satisfied patient. A reduction of ≥ 2 points in NPRS is considered significant pain relief. The 
primary safety outcome measure is the incidence of device- and/or procedure-related adverse events.
 
Results: Descriptive summaries will be presented by randomized group for all outcome measures 
at baseline and follow-up time points. Inferential statistical analysis will be conducted to determine 
significant differences related to functional improvement, pain relief, and safety outcomes. Primary 
study results will be presented based on one-year follow-up data, with an interim analysis report when 
6-month follow-up data become available.

Limitations: Patients are not blinded due to significant differences in treatment protocols between 
study groups. Also, since neither study arm is focused on treatment of radicular pain, there may be 
a higher non-responder rate for both groups versus standard of care due to study restrictions on 
adjunctive pain therapies.

Conclusions: This prospective, multi-center, randomized controlled study will provide Level I evidence of the 
safety and effectiveness of mild versus ESIs in managing neurogenic claudication symptoms in LSS patients.
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ligamentum flavum
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assess reimbursement that is well supported by avail-
able scientific and medical evidence. CED studies must 
be in compliance with all applicable Federal regulations 
concerning the protection of human patients including 
FDA regulations and the studies or registries must be 
registered on the www.ClinicalTrials.gov website prior 
to enrollment of the first study patient. Final results 
must be reported in a publically accessible manner such 
as a peer-reviewed journal. MiDAS ENCORE has been 
approved by CMS.

Study deSign

Objective
This is a prospective, multi-center, randomized 

controlled clinical study designed to compare patient 
outcomes following treatment with either the mild 
procedure or ESIs in LSS patients exhibiting neuro-
genic claudication and having verified ligamentum 
flavum hypertrophy as a contributing factor. The goal 
of MiDAS ENCORE is to provide Level I evidence of the 
safety and effectiveness of mild versus ESIs in managing 
neurogenic claudication symptoms in LSS patients.

Study Sites
There are 26 interventional pain management cen-

ters throughout the United States enrolling patients in 
MiDAS ENCORE (Table 1). All investigators have been 
trained on the mild procedure under the same basic 
training protocol. Further, investigators are required to 
have clinical experience with both study interventions, 
having treated a minimum of 10 patients with the mild 
procedure, as well as with ESI prior to participation in 
this study. 

Study Population
Approximately 300 Medicare patients who meet 

the study selection and symptomatic diagnosis criteria 
will be enrolled in the study. The eligibility of a patient 
for randomization in this study is determined after all 
enrollment and symptomatic diagnosis criteria have 
been satisfied. Inclusion and exclusion criteria are 
presented in Table 2. In addition, the following symp-
tomatic diagnosis (26) screening criteria to confirm 
symptoms of neurogenic claudication will be used prior 
to patient enrollment in the study: 
1. Pain/Discomfort in leg, buttocks, or lower back 

while walking or standing.
2. Pain relief experienced when bending forward or 

sitting down.

Lumbar spinal stenosis (LSS) is a serious chronic and 
progressive degenerative condition of the spine 
which is associated with significant pain and 

disability. There are many types of central stenosis, but 
it generally occurs from a combination of degenerative 
changes occurring in the lumbar spine including 
hypertrophy of the ligamentum flavum, facet joint 
arthritic changes, and intervertebral disc bulges. These 
degenerative changes constrict the space within the 
spinal canal, causing compression of the lumbar neural 
elements. This compression often leads to symptomatic 
neurogenic claudication defined as considerable pain 
and discomfort in the lower back and legs which is 
worsened by standing or walking, and relieved by 
lumbar flexion or sitting (1,2). 

Conservative management often includes physical 
therapy and oral analgesics, and may also involve chiro-
practic manipulation, acupuncture, or a range of other 
treatment options focused on pain relief. In the event 
conservative therapies do not provide adequate relief 
of neurogenic claudication symptoms, epidural steroid 
injections (ESIs) are commonly administered as the next 
step for these patients (3-11). The clinical goal of the 
mild procedure is to improve pain and function for a 
particular type of LSS patient suffering from neurogen-
ic claudication—those with hypertrophic ligamentum 
flavum as a contributing factor. The mild procedure 
provides minimally invasive lumbar decompression via 
debulking of the lamina and ligamentum flavum (Ver-
tos Medical, Inc., Aliso Viejo, CA). As interventional pain 
procedures, mild and ESIs provide therapy options for 
patients seeking more robust treatment than is avail-
able through traditional conservative management. 
Clinical experience with the mild procedure has been 
previously reported (12-24). Currently, the mild system 
is available commercially in the United States and the 
company is seeking national Medicare reimbursement.

Coverage with Evidence Development (CED) is 
one option authorized by the Centers for Medicare & 
Medicaid Services (CMS) that allows for the collection 
of clinical data by companies on approved devices to 
generate evidence to support reimbursement (25). 
With CED, Medicare covers items and services on the 
condition that they are provided in the context of ap-
proved clinical studies (25). The CED process allows for 
the collection of clinical data for new and innovative 
technologies where the treatments are likely to show 
a benefit for the Medicare population, but where the 
evidence does not yet provide a “sufficiently persua-
sive” basis for coverage. The goal is to provide data to 
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Table 1. Enrolling sites and investigators.

Investigator’s Name Site City State

F. McDonnell, MD (PI)
J. Waling, MD Deaconess Comprehensive Pain Center - West Evansville IN

R. Haladjian, MD (PI)
N. Patel, MD Michigan Interventional Pain Center Brownstown Township MI

W. Von Kaenel, MD (PI) Spine Intervention Medical Corporation Fresno CA

B. Chafin, MD (PI) Roanoke-Chowan Pain Management Ahoskie NC

R. Paicius, MD (PI) Newport Beach Headache and Pain Newport Beach CA

S. Li, MD Premier Pain Centers Shrewsbury NJ

W. Richardson, MD (PI)
M. Netherton, MD Southeastern Spine Institute Mt Pleasant SC

G. Chartier, MD (PI) Willow Creek Pain Center Vincennes IN

S. Golovac, MD (PI) Florida Pain Institute Merritt Island FL

S. Kramer, MD (PI) Kramer Orthopedics Newport Beach CA

R. Vallejo, MD (PI) Millennium Pain Center Bloomington IL

M. Verdolin, MD (PI) Synovation Medical Group Chula Vista CA

E. Washabaugh, MD (PI)
L. Bojrab, MD
J. Chatas, MD

Michigan Pain Specialists Ypsilanti MI

K. Zaffarkhan, MD (PI)
H. Sata, MD Regenerative Institute of Newport Beach Newport Beach CA

M. Hanowell, MD (PI) The Knox Surgical Center Covington GA

J. Rosenberg, MD (PI) SC Pain & Spine Specialists Murrells Inlet SC

V. Johnson, MD (PI) The Spine Institute Murrieta CA

R. Lingreen, MD (PI) Frankfort Pain Clinic Frankfort KY

D. Choi, MD (PI) Valley Pain Consultants Scottsdale AZ

S. Wahezi, MD (PI) Montefiore Rehab Center Bronx NY

A. Calodney, MD (PI) Texas Spine and Joint Hospital Tyler TX

E. Frankoski, MD (PI) Interventional Pain Physicians of South Florida Aventura FL

C. Kim, MD (PI)
R. Bowman, MD The Center for Pain Relief Charleston WV

R. Reinhart, MD (PI) Desert Pain Management Rancho Mirage CA

T. Lamer, MD (PI)
B. Hoelzer, MD Mayo Clinic Pain Management Rochester MN

N. Moghal, MD (PI)
W James, MD Comprehensive Center For Pain Management Toledo OH

3. Flexion forward while walking.
4. Inability to stand unaided for more than 15 minutes 

without bending at the waist. 
5. Inability to walk unaided for more than one quar-

ter mile without bending at the waist. 
6. History of symptoms greater than or equal to 12 

weeks.
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Randomization
After satisfying all inclusion/exclusion and symp-

tomatic diagnosis criteria at baseline, patients will be 
randomized to one of 2 study cohorts (1:1 randomiza-
tion). The treatment group will undergo decompression 
using the mild procedure. The control group will un-
dergo ESI treatment. All patients will receive the same 
preoperative workup and instructions. Randomization 
will be stratified by study site. A schematic illustration 
of patient flow will be presented with a flow diagram 
as recommended by CONSORT (27,28). A chart of the 
study patient flow is shown in Fig. 1.

Study Interventions

The mild Procedure:
The mild procedure is a percutaneous, minimally 

invasive, lumbar decompression procedure which is per-
formed under contrast-enhanced fluoroscopic guidance 
through a small 6-gauge port. Mild is performed with 
only local anesthetic and moderate sedation, and leaves 
no implants behind. The mild devices are designed to 
access the interlaminar space from the posterior lumbar 
spine, enabling removal of small portions of lamina and 
hypertrophic ligamentum flavum, thereby achieving 

Table 2. Inclusion/exclusion criteria.

Inclusion Criteria Exclusion Criteria

1.   65 years or older and a Medicare beneficiary.

2.   Patients experiencing neurogenic claudication symptoms for at 
least 3 months duration who have failed to respond or poorly 
responded to physical therapy, home exercise programs, and oral 
analgesics.

3.   Lumbar spinal stenosis with neurogenic claudication diagnosed via 
    a.  Symptomatic diagnosis 

and 

    b.   Radiologic evidence of LSS with unilateral or bilateral 
ligamentum flavum > 2.5 mm confirmed by pre-op MRI or CT 
performed within 12 months of baseline visit.

4.   Patients with comorbid conditions commonly associated with 
spinal stenosis, such as osteophytes, facet hypertrophy, minor 
spondylolisthesis, foraminal stenosis, and/or disc protrusion may 
be included unless the treating physician has determined that the 
condition is too advanced.

5.   Available to complete 6 month and one year follow-up visits.

1.  ODI Score < 31 (0 – 100 ODI Scale).

2.   NPRS Score < 5 (0 – 10 NPRS Scale).

3.   Prior surgery at any treatment level.

4.   History of spinal fractures with current related pain symptoms.

5.   Patients with Grade III or higher spondylolisthesis as defined 
below*.

     *  Measuring Grade III spondylolisthesis: Take the sagittal MRI 
image (T1 or T2) at the midline view and divide each vertebral 
body endplate into 4 equal sections (quarters). Next, observe any 
offsets between adjoining vertebral segments (L1-L2, L2-L3, L3-
L4, L4-L5, L5-S1). If the offset (slippage) is greater than 2 quarters 
on either adjoining endplate then the patient is deemed to have 
Grade III spondylolisthesis and would be excluded from the study. 

6.   Motor deficit or disabling back and/or leg pain from causes other 
than LSS neurogenic claudication (e.g., acute compression fracture, 
metabolic neuropathy, or vascular claudication symptoms, etc.).

7.   Unable to walk ≥ 10 feet unaided before being limited by pain. In 
this context, “unaided” means without the use of a cane, walker, 
railing, wall, another person, or any other means of walking 
assistance.

8.   Patients previously randomized and/or treated in this clinical 
study.

9.   Patients that have previously received the mild procedure.

10.   ESI during 8 weeks prior to study enrollment.

11.   Epidural lipomatosis (if it is deemed to be a significant 
contributor of canal narrowing by the physician).

12.   On (or pending) Workman’s Compensation or known to be 
considering litigation associated with back pain.



www.painphysicianjournal.com  311

MiDAS ENCORE

lumbar decompression. Following epidurography, par-
tial decompression is performed through the removal of 
tissue and bone at the symptomatic level as previously 
confirmed with correlated magnetic resonance imaging 

(MRI) and clinical findings. Epidurography establishes a 
visual safety margin to avoid penetration of dura. The 
amount of decompression is assessed through visual 
observation of epidurogram contrast flow. Pre- and 

Fig. 1. Presentation of  patient flow.
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post-procedure imaging with contrast (epidurogram) is 
performed with the patient in the same position and 
evidence of decompression is confirmed. 

Epidural Steroid Injections:
ESI is performed by appropriately trained physi-

cians utilizing interlaminar treatment at the symptom-
atic levels. Within the spinal canal, an epidural steroid 
is injected into the space around the spinal cord and 
nerve roots (epidural space). During the procedure, 
fluoroscopic guidance will be used intermittently to 
guide placement of the needle with the use of contrast. 
Patients assigned to ESI may have the treatment car-
ried out, according to medical necessity criteria, up to a 
maximum of 4 times per year in the therapeutic phase 
consistent with American Society of Interventional 
Pain Physicians (ASIPP) guidelines (6). The suggested 
frequency should be 2 months or longer between each 
injection, provided that > 50% relief is obtained for 
2 months (6). For the initial ESI, 80 mg of kenalog or 
depo-medrol (40 mg for diabetics) is injected through 
an epidural needle via a interlaminar approach per 
standard clinical practice. For subsequent ESI treat-
ments, between 40 and 80 mg can be used. 

For either therapy, treatment can be bilateral and 
at multiple levels. Post-procedure, the patient shall be 
released at the physician’s discretion. Study participants 
will continue their pre-existing or new conservative 
management considered appropriate by their treating 
physician. Co-interventions will be recorded. The use of 
ESI in the lumbar region for the mild cohort is prohib-
ited during the study period.

Follow-up
Patients in both treatment arms are required to 

complete study follow-up evaluations at 6 months and 
1 year post-treatment. The total duration of the ran-
domized controlled study is expected to be 24 months, 
including 12 months for patient recruitment and 12 
months for final patient follow-up. Supplementary out-
come data will be collected and reported for the mild 
treatment arm through 1 year.

Outcome Measures and Statistical Methods
Primary study results will be presented based on 

one-year follow-up data, with an interim analysis report 
when 6-month follow-up data are available. Descriptive 
summaries will be presented by randomized group for 
all baseline and outcome measures. Inferential statisti-
cal analysis will be conducted to determine significant 

differences related to functional improvement and 
pain relief, and safety outcomes. Continuous data will 
be summarized using descriptive statistics: mean, stan-
dard deviation, median, minimum, and maximum. Cat-
egorical variables will be summarized using frequency 
counts and percentages. All hypothesis testing will be 
performed using a 2-sided test at a 0.05 level of signifi-
cance or a one-sided test at a 0.025 level of significance.

All patients who receive the mild procedure or the 
traditional ESI therapy will be evaluated for safety and 
efficacy regardless of whether or not the procedure is 
aborted or the patient withdraws prior to the comple-
tion of all post-treatment evaluations. Prior to the 
overall analysis, study-site differences will be assessed 
for all primary and secondary endpoints. If between-
site differences are noted, the appropriate adjustments 
will be made prior to the overall analysis. Patients will 
be analyzed on an intent-to-treat (ITT) basis.

Efficacy
The primary efficacy outcome measure for this study 

is the proportion of Oswestry Disability Index (ODI) re-
sponders from baseline to one year follow-up for both 
cohorts. ODI (American Academy of Orthopaedic Sur-
geons—MODEMS [Musculoskeletal Outcomes Data Eval-
uation and Management Systems] version) is a widely 
used, validated tool that researchers and disability evalu-
ators use to measure a patient’s functional disability (29). 
ODI ranges from 0 to 100, with lower scores indicating 
less severe symptoms. ODI responders are defined as 
those patients achieving the validated Minimal Impor-
tant Change (MIC) of ≥10 point improvement in ODI 
score from baseline to follow-up as a clinically significant 
efficacy threshold (30,31). Patients who do not achieve 
the clinically relevant efficacy threshold at follow-up, 
cross over to the alternate therapy arm, receive or intend 
to receive an invasive non-study procedure in the lumbar 
region, or voluntarily withdraw due to poor response to 
the procedure are considered non-responders. 

The primary efficacy objective is to demonstrate 
statistical superiority of mild to ESI on the propor-
tion of ODI responders. The hypothesis will be tested 
by constructing the 2-sided 95% confidence interval 
around the difference between the population propor-
tions (pmild – pESI). If the lower bound of the 2-sided 
confidence interval is greater than 0, superiority will be 
declared and the endpoint will be met. 

Secondary efficacy endpoints include the Zurich 
Claudication Questionnaire (ZCQ) and the Numeric Pain 
Rating Scale (NPRS). ZCQ is a validated measure specific 
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to LSS. ZCQ is used to assess and quantify severity of 
symptoms, physical function characteristics, and patient 
satisfaction after treatment (15,23). According to pub-
lished validation studies, improvement in ZCQ domains 
of at least 0.5 indicates a MIC, and a Patient Satisfaction 
score of at least 2.5 represents a satisfied patient (32-
35). NPRS records pain on a 0 to 10 scale, from no pain 
to the worst pain imaginable (36). The MIC difference 
in NPRS has been established to be 2 points (30,31,37-
39). The analysis of secondary efficacy endpoints will 
report rates of ZCQ and NPRS responders from baseline 
to one year follow-up for both cohorts. Supplementary 
efficacy data will be analyzed and reported for mild 
patients to 1 year follow-up.

Safety
The primary safety endpoint is the incidence of 

device- and/or procedure-related adverse events, which 
will be compared statistically between the randomized 
groups using proportions of patients experiencing such 
an event. The endpoint will be met if this event rate 
is not significantly greater with mild than with ESI. All 
patients will be evaluated at baseline, during the treat-
ment procedure, and throughout the follow-up period. 
All study-related adverse events will be monitored and 
reported, including seriousness, severity, treatment, 
and relationship to the study device/procedure. Adverse 
events collected in this study will be those determined 
by the site investigators to be specifically related to the 
products or procedures used in the 2 treatment groups, 
or one that is determined to be a serious adverse event. 
All adverse events will be evaluated and adjudicated by 
the study principal investigators.

Sample Size
Sample size was calculated to meet the threshold 

of 80% power in testing the primary superiority hy-
pothesis. The sample size of 150 patients per group is 
sufficient under the assumption of a 2-sided hypothesis, 
type 1 error of 0.05, power (1-β) at least 80%, random-
ization ratio of 1:1, and accounting for dropouts.

Pain Management
The investigators may use opioid and non-opioid 

analgesics as needed by patients in both treatment 
groups according to the standard of care and if used 
for leg/back pain, shall be recorded at baseline and 
follow-up visits. Any changes in a patient’s narcotic and/
or non-narcotic medication usage will be documented 
in real time. In addition, all patients will be provided 

with a personal patient diary that will enable patients 
to immediately record dates and details of medication 
changes throughout the study period.

Other LSS directed back therapies shall be used as 
needed according to the standard of care (i.e., physical 
therapy; home exercise programs; walking aids; facet, 
trigger point, or sacroiliac joint injections, etc.). The 
use of ESI in the lumbar region for the mild cohort is 
prohibited during the study period.

Data Collection
At baseline, patient demographics and prior failed 

therapies will be documented, including frequency, du-
ration, type, and compliance. Documentation of anal-
gesic use for the treatment of neurogenic claudication 
symptoms will include frequency, dosage, and duration. 
All baseline and post-procedural follow-up time points 
will include reported outcomes documented through 
completing the ODI, ZCQ, and NPRS questionnaires, and 
documentation of narcotic and non-narcotic analgesic 
medication usage specific to neurogenic claudication 
and co-interventions.

All patients will be evaluated at baseline, during 
the treatment procedure, and at 6 months and one 
year post-treatment. Device and procedure-related 
adverse events, and all serious adverse events will be 
documented throughout the study period (Table 3.)

Study Governance
The study principal investigators are responsible for 

study oversight and reporting of results. Responsibili-
ties of the study principal investigators include protocol 
review, assistance with site selection, site investigator 
support, oversight of patient enrollment and protocol 
compliance, and adjudication of adverse events. The 
study principal investigators will not be involved in 
treating patients, are blinded to study outcome data, 
and will receive only 6-month and one-year summary 
clinical reports prepared by the independent statisti-
cian. The sponsor is also blinded to study outcome 
data. All sites must obtain Institutional Review Board 
approval and patients must provide written informed 
consent in accordance with the local clinical site’s IRB. 
Patient confidentiality will be maintained under HIPAA 
Privacy Rules and Good Clinical Practice guidelines for 
clinical research will be followed. The study is designed 
to meet the regulatory requirements of the Food and 
Drug Administration responsibilities as applicable 
including sponsor general duties (21 CFR Part 812.40), 
selection of investigators (21 CFR Part 812.43), monitor-
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ing (21 CFR Part 812.46) and maintaining records (21 
CFR Part 812.140 (b)). This study has been registered in 
the U.S. Clinical Trial Registry (NCT02093520).

diScuSSion

Use of ESIs for the treatment of low back pain has 
been broadly accepted, and ESIs are generally recog-
nized as the standard of care after failure of conserva-
tive therapy (3-11). It is important to note, however, 
that low back pain, and specifically LSS, can be caused 
by different pathophysiological mechanisms leading to 
pain and reduced mobility, including radicular pain and 
neurogenic claudication. Radicular pain is related to in-
flammation of the spinal nerve roots, and is expressed 
in a dermatomal pain pattern. Conversely, neurogenic 
claudication symptoms are caused by ischemia resulting 
from compression of the nerve roots. Many patients 
suffer from both radicular pain and neurogenic claudi-
cation, however this study is focused specifically on the 
treatment of LSS patients suffering from neurogenic 
claudication with ligamentum flavum hypertrophy as a 
contributing factor to central canal stenosis.

There is one prior published study that directly 
compared the use of ESI and mild for the treatment 
of LSS patients with painful lower limb neurogenic 
claudication and hypertrophic ligamentum flavum as a 
contributing factor (13). The study was a double-blind, 
randomized prospective study conducted at a single 
pain management center. In order to maintain study 
patient blinding, only one ESI treatment was adminis-
tered via an interlaminar approach for those patients 

randomized to the ESI cohort. In that study, the results 
demonstrated that in LSS patients, mild provided statis-
tically significantly better pain reduction and improved 
function than those treated with ESI at 6 weeks.

Lack of patient blinding is a limitation of this study. 
Due to significant differences in treatment protocols 
between the 2 study groups, including the use of multi-
ple ESI treatments throughout the study period, patient 
blinding is not feasible. It should be noted however 
that all patients are instructed to complete the patient 
reported outcome questionnaires on their own, and are 
provided a quiet setting. 

Another potential limitation of the study is that 
neither study arm is focused on the treatment of ra-
dicular pain. In fact, there are restrictions in the study 
protocol that limit additional and adjunctive pain 
treatments, many of which would be standard of care 
in normal practice. As a result, there is no expecta-
tion that patients will be pain-free. These restrictions 
are required to allow for a direct comparison of the 2 
treatment arms in this randomized controlled study. 
One potential negative impact of these restrictions is 
that there may be a higher non-responder rate for both 
groups within the study versus standard of care outside 
the confines of a clinical study.

concluSion

This prospective, multi-center, randomized con-
trolled study will provide Level I evidence of the safety 
and effectiveness of mild versus ESIs in managing neu-
rogenic claudication symptoms in LSS patients.

Table 3. Schedule of  assessments.

Assessments
Screening 
/ Baseline

Procedure 6 Months One Year
Supplementary Data—

mild Patients Only 
at 2 Years

Patient Informed Consent X - - - -

Selection and Symptomatic Diagnosis Criteria X - - - -

Lumbar Spine History X - - - -

Narcotic and Non-Narcotic Analgesic Usage Collection X X X X X

Conservative Therapy / Co-Interventions X - X X X

Oswestry Disability Index (ODI) X - X X X

Zurich Claudication Questionnaire (ZCQ) X - X X X

Numeric Pain Rating Scale (NPRS) X - X X X

MRI Record of Spine L1-S1 X - - - -

Study Procedure / Treatment Information - X - - -

Significant Adverse Events - X X X X

Follow-Up Visits - - X X X

Visit window: 6 months ± 14 days; 1 year ± 30 days; 2 years ± 45 days
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