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RE: Medical Policy Epidural Steroid Injections
Mr. Bodaken,

On behalf of the American Society of Interventional Pain Physicians (ASIPP) and California Society of
Interventional Pain Physicians (CASIPP), we would like to thank you for publishing the medical policy
on epidural steroid injections. However, this policy has elicited significant debate and at times
controversy among physicians. Consequently, the primary objective of our comments is to ensure that
these procedures are provided appropriately and that patients insured by Blue Shield of California, and
even the entire country, which may follow soon, maintain access to care. We are hopeful that you will
take our comments into consideration and re-evaluate the evidence.

ASIPP is a not-for-profit professional organization comprising over 4,500 interventional pain physicians
and other practitioners who are dedicated to ensuring safe, appropriate, and equal access to essential pain
management services for patients across the country suffering with chronic and acute pain. There are
approximately 7,000 appropriately trained and qualified physicians practicing interventional pain
management in the United States.

Interventional pain management is defined as the discipline of medicine devoted to the diagnosis and
treatment of pain-related disorders, principally with the application of interventional techniques in
managing subacute, chronic, persistent, and intractable pain, independently or in conjunction with other
modalities of treatment (1).

Interventional pain management techniques are minimally invasive procedures, including percutaneous
precision needle placement, with placement of drugs in targeted areas or ablation of targeted nerves; and
some surgical techniques such as laser or endoscopic discectomy, intrathecal infusion pumps and spinal
cord stimulators, for the diagnosis and management of chronic, persistent, or intractable pain (2).

We will outline the concerns related to Blue Shield of California’s policy on epidural steroid injections as
follows:

We request that appropriate evaluations be performed either by yourself or the agency you have hired
based on the principles of the Institute of Medicine (IOM) about clinical guidelines.



As you are well aware, the IOM defined clinical guidelines as, “systematically developed statements to
assist practitioner and patient decisions about appropriate health care for specific clinical circumstances”
(3). Consequently, all professionals consider clinical guidelines as constructive responses to the reality
that practicing physicians require assistance for assimilating and applying the exponentially expanding,
often contradictory, body of medical knowledge (4). However, it also has been stated that clinical
guidelines should not attempt to supplant the independent judgment of a clinician in responding to
particular clinical situations, but rather the guidelines attempt to define practices that meet the needs of
most patients under most circumstances (5). Essentially, it is the objective of guidelines to enable the
implementation of evidence-based medicine and comparative effectiveness research in medical decision-
making with the goal of encouraging effective care (6-15). Consequently, it is expected that the specific
clinical recommendations that are contained within practice guidelines have been systematically
developed by panels of experts who have access to all available evidence, have an understanding of
the clinical problem, and have clinical experience with the procedure being assessed, as well as
relevant research methods in order to make considered judgments. Above all, these panels are
expected to be objective and to produce recommendations that are not only up to date, but also are
unbiased and free from all conflicts of interest.

Sniderman and Furberg (4) described the conflicts, controversies, and limitations of the guideline process.
Further, the integrity of the guideline or systematic review preparation must be maintained (16,17). The
components of integrity include transparency, accountability, consistency, and independence. These
factors have been shown to be lacking in many guidelines (10-14,18,19) as well as ACOEM guidelines
(20-22). There are numerous issues related to not only the above guidelines, but also the guidelines
published by the Official Disability Guidelines, or ODG (23). These guidelines showed multitudes of
conflicts of interest and different conclusions based on specific interests and the advancement of agendas,
and different conclusions by the same authors based on individual guidelines. In contrast, the guidelines
by the American Society of Interventional Pain Physicians incorporate a much more comprehensive
policy and have extensively reviewed numerous interventions (6,24-49).

A formal set of rules must complement medical training and common sense for clinicians so they may
interpret the results of clinical research effectively (6-11,50,51). However, knowing the tools of evidence-
based practice is necessary, but not completely sufficient for delivering the highest quality patient care.
Clinical guidelines must incorporate not only the work of methodologists, but also clinicians who actually
practice medicine and are experts in the technique being reviewed. In fact, Congress has been concerned
about the issue of appropriate representation by clinical specialists versus methodologists or physicians
without expertise in a particular intervention. Basically, what we are requesting is that guideline preparers
follow the rules they have established, rather than changing the rules when evidence is in favor of an
intervention or is found to be opposite of their preformed conclusion(s). In fact, IOM has extensively
published methodology for systematic reviews and guideline preparation. Further, the entire concept of
comparative effectiveness research and PCORI are also based on appropriate evaluations (7-11,16,52-54).

Methodologists also have a problem understanding the design of a study because of their single focus on
placebo control and efficacy and their interest only in the difference between placebo and treatment
groups. However, this ignores numerous factors with regards to the mechanism of action of local
anesthetics and steroids, the effect of an injection of inactive substances into active structures — so-called
placebo with an inappropriate design, and the differences between an active-control and placebo control.
The literature is replete with inappropriate placebo designs in interventional pain management, illustrating
the effectiveness of inactive substances when injected into active structures, inaccurate assumptions of
local anesthetic as a placebo, showing equal effectiveness as steroids in numerous studies, and finally, a
lack of consideration of the numerous effects related to placebo and nocebo (55-82). However, the only
one appropriately performed placebo-controlled study (83) has illustrated no effect of sodium chloride



solution when injected into an inactive structure rather than into closed spaces over the nerve roots and
other active structures.

It is essential to provide proper evaluation of the evidence, not to reach inappropriate conclusions by
selective elimination or disqualification of evidence. The evidence synthesis by Triad Health Care, Inc.,
shows that they have inadvertently or purposefully eliminated much of the literature which is positive and
included only all the negative literature.

With regards to the specifics about the medical policy for epidural steroid injections:

L.

We agree with the definition of medical necessity, investigational and experimental, and split
evaluation.

We appreciate the inclusion of epidural steroid injections without use of fluoroscopic guidance
and that the injection of a contrast medium may be considered not medically necessary. This is a
long awaited yet bold statement — a long advocated ASIPP position.

In reference to diagnostic epidural steroid injections or selective nerve root block, the indications
are appropriate; however, the only issue relates to if the first injection is performed under
fluoroscopy and contrast medium is used for guidance, a second block is not indicated unless
there is evidence of multilevel pathology. Transforaminal epidurals must always be performed
under fluoroscopy utilizing contrast medium.

In reference to therapeutic epidural steroid injections (transforaminal, translaminar, or caudal),
translaminar may not be the appropriate language. It should state “interlaminar” rather than
“translaminar.” The statement in the first paragraph is appropriate.

With regards to the statement in the second paragraph under this section, there is no provision
anywhere in the literature or CPT coding to perform interlaminar epidurals at more than one
level. However, there should be a provision to perform these for different regions with 2
interlaminar epidurals such as cervical and thoracic as one region, and lumbar and sacral as the
second region. All Medicare regulations follow this and most of the private insurers; ASIPP
guidelines specifically illustrate these points (24,84,85).

The third paragraph once again comes to the same point. If a patient receives facet joint blocks or
sacroiliac joint blocks and they are shown to be negative for this purpose, we do not believe it is
essential to send the patient back home and have the patient return for a second visit. This only
increases the number of procedures performed. Instead, the statement should be that all
procedures must be performed on the same day in one session; however, only one type of
procedure(s), such as either facet joint blocks or sacroiliac joint blocks or epidurals, will be
considered medically necessary and be reimbursed. Thus, this will improve convenience to the
patient, physician, facility, and all concerned and also reduce excessive costs to Blue Shield.

In addition, this paragraph has a statement stating that lumbar and cervical blocks should not be
performed on the same date of service. This is not appropriate. This will only increase cost to you
and overall inconvenience to the patient. However, this may actually benefit providers except for
significant inconvenience. Thus, in line with multiple regulations already in existence by
Medicare, Medicaid, and other insurers, it should be region specific, and you should encourage
physicians to perform all procedures on the same day as long as it is safe.



10.

11.

12.

13.

The next paragraph is based on the limited long-term benefit of performing epidural steroid
injections as an isolated intervention. To some extent we agree; however, there is no evidence
thus far that rehabilitative care via therapeutic exercise is mandatory, necessary, or even useful.
Injections performed in isolation on a long-term basis, in conjunction with continued activity and
an exercise program, can provide long-term relief. As you know, these injections are expected to
provide only on average 12 to 16 weeks of relief with each one after the first 2 in the diagnostic
phase (68-79). Thus, this statement needs to be removed or modified. We will illustrate the
evidence for both interlaminar epidural injections, as well as transforaminal epidural injections
below.

The use of epidural injections being medically necessary for only severe spinal stenosis may not
be very appropriate. Patients with severe spinal stenosis may not be candidates for epidural
injections. Further, they may not even respond. The indications should be mild and moderate
symptomatic stenosis and severe stenosis not meeting the criteria for surgery or the patient not
willing to undergo surgical interventions.

The limit on caudal epidural injections up to only L5/S1 and the rationale that it does not reach
above L5/S1 has no scientific basis. This also indirectly encourages transforaminal epidural
injections; however, these should not be encouraged considering the significant risk, specifically
in postfusion patients or postsurgery patients on the left side. However, they should be performed
only when they are appropriately indicated. Caudal epidural injections are the best option for all
types of postsurgery patients including postfusion. However, caudal epidurals routinely reach
above S1 based on the volume. If one uses a volume of 1 or 2 mL, the review is accurate in that
aspect. Otherwise, unless there is obstruction, in which case caudal is the best choice with
postsurgery syndrome, caudal reaches above L4/5. This review may be accurate in that if the
lesion exists at L3/4 or above, it may not be indicated.

We agree with repeat epidural steroid injections after a trial of 2 injections if there is a lack of
improvement.

The next one relates to no more than 3 epidural steroid injections should be performed per
episode of pain. Once again, we are getting into the same philosophy of 3 epidural injections
which has been denounced by almost all authorities because it lacks any scientific basis.
Essentially, no more than 2 epidural steroid injections are required unless the patient shows
significant improvement. However, after this, if the patient does show significant improvement,
you enter into the therapeutic phase and 4 injections per region per year after this initial treatment
would be extremely appropriate. Thus, the language needs to be altered.

Your next statement says there is no scientific evidence to support the scheduling of a series of 3
injections. However, in the above paragraph, you just recommended those. We agree that the
medical necessity of subsequent injections should be evaluated individually and based on the
response of at least 2 months in the therapeutic phase.

Finally, prior to evidence demonstration, we would like to point out that the policy does not really
cover long-term, repeated, or therapeutic epidural injections or selective nerve root blocks for any
indication because it is considered not medically necessary. Further, your evidence synthesis and
guidelines also do not cover injections for axial or discogenic pain specifically after ruling out
facet joint pain and sacroiliac joint pain as there is no other cause for this pain and it needs to be
managed as well as low back pain secondary to postsurgery syndrome. Thus, evidence is contrary
to the policy as illustrated below. Further, again as stated earlier, indications should be defined
separately as the evidence is variable for disc herniation and radiculitis, axial or discogenic pain,



postsurgery syndrome, spinal stenosis, and technique — caudal, interlaminar, transforaminal, and
per region cervical and thoracic as a separate region from lumbar and sacral.

The ASIPP guidelines and multiple systematic reviews (18,24-49,86-88) of caudal epidural injections,
lumbar interlaminar epidural injections, lumbar transforaminal epidural injections, and cervical
interlaminar epidural injections showed variable evidence based on each condition.

1.0 CAUDAL EPIDURAL INJECTIONS

Conn et al (35) in a systematic review evaluating the effect of caudal epidural injections with or without
steroids in managing various types of chronic low back and lower extremity pain emanating as a result of
disc herniation or radiculitis, postlumbar surgery syndrome, spinal stenosis, and chronic discogenic pain
without disc herniation or radiculitis has shown Level I evidence for short- and long-term relief of chronic
pain secondary to disc herniation or radiculitis and discogenic pain without disc herniation or radiculitis.
Further, this systematic review also provided an indicated level of evidence of II-1 or II-2 for caudal
epidural injections in managing chronic pain of postlumbar surgery syndrome and spinal stenosis. The
results of this systematic review were provided utilizing contemporary systematic review methodology
utilizing randomized trials and observational studies, even though most of the evidence was derived from
randomized trials.

Table 1 illustrates the studies utilized in managing lumbar disc herniation or radiculitis with caudal
epidural injection (89-93). Another manuscript was published (94) which was not included in this
analysis. The only study included in Conn et al’s (35) analysis by Manchikanti et al (95) was performed
with fluoroscopic visualization. As illustrated in the updated table, which also includes the newer studies
or excluded studies from Conn et al (35), show positive results, specifically when they were performed
under fluoroscopy (89,95-99), whereas all the negative studies were performed without fluoroscopy,
including the most recent one by Iversen et al (100), which was performed and had a multitude of flaws in
their inclusion criteria and analysis, along with imaging.



Table 1. Results of randomized trials of the effectiveness of caudal epidural steroid injections in
managing pain of lumbar disc herniation/radiculitis.

Pain Relief Results
Stud
Study y. . Participants
Characteristics Short-term | Long-term
3 mos. 6 mos. 12 mos. relief < 6 relief > 6
mos. mos.
Manchikanti et al 2011
(6;";5)‘ antreta RA, DB, F 120 77% vs. 80% 7% vs 82% | 70% to 77% P P
1=
Dashfield et al 2005 (89) RA, DB, F Caudal =30 SI SI NA P NA
Endoscopy = 30
Bush and Hillier 1991 (90) RA, DB, B 23 SI NSI NSI P N
C=34
Mathews et al 1987 (91) RA, DB T=23 SI SI SI N P
69 patients:
Hesla and Breivik 1979 (92) RA, DB patients: 77% vs 29% 59%vs25% | 59% vs 25% p P
crossover design
.. C=19
Breivik et al 1976 (93) RA, DB, B T=16 20% vs 50% 20% vs 50% NA P NA
Iversen et al (100) R,PC,B 116 N N N U U
Caudal = 17 of Caudal = 17 of
30 (57%) 30 (57%)
Interlaminar=18 | Interlaminar=18
Ackerman & Ahmad (96) R, AC,F 90 of 30 (60%) of 30 (60%) NA P NA
Transforaminal= | Transforaminal=
25 of 30 (83%) 25 of 30 (83%)
McCahon et al (97) R, AC, B 33 Slin 40 mg NA NA p NA
group
Makki et al (98) R, AC, F 57 Slin lateral NA NA P NA
group

RA = Randomized; DB = Double-Blind; AC = Active-Control; PC = Placebo Control; F = Fluoroscopy; B = Blind; NA = Not
Available; SI = Significant Improvement; NSI = No Significant Improvement; vs = Versus; P = Positive; N = Negative; U =

Unclear

Adapted and modified from Conn A et al. Systematic review of caudal epidural injections in the management of chronic low
back pain. Pain Physician 2009; 12:109-135 (35).

Conn et al (35) showed the evidence of randomized trials in managing low back pain from postlumbar
surgery syndrome as illustrated in Table 2 with a demonstrated evidence of Level II-1 or II-2. Only one
study was performed under fluoroscopy (70). Table 3 shows the evidence in spinal stenosis was also




similar to postlumbar surgery syndrome with Level II-1 or Level II-2, with only one study being
performed under fluoroscopy (71). Table 4 illustrates the results of studies of the effectiveness of caudal
epidural injections in managing discogenic pain; however, the evidence in this category was shown to be
Level L.

Table 2. Results of randomized trials in managing low back pain of postsurgery syndrome with caudal
epidural injections.

Pain Relief Results
Stud Study Participant
udy Characteristics articipants Short-term | Long-term
3 mos. 6 mos. 12 mos. relief <6 relief > 6
mos. mos.
Manchikanti et al 2010 65% to. 60% to
? RA, DB, F 40 609 P P
(70,101) T 70% % 65%
Forceful
| roreei 49% vs
Revel et al 1996 (102) RA,B injection = 29 NA 19% NA P P
Regular =31 ’
. 69 patients: 77% vs 59% vs 59% vs
Hesla and B k 1979 (92 RA, DB, B . P P
esia and Brewt ©2) crossover design 29% 25% 25%

RA = Randomized; DB = Double-Blind; B = blind; F = Fluoroscopy; NA = Not Available; vs = Versus; P = Positive; N =
Negative

Adapted and modified from Conn A et al. Systematic review of caudal epidural injections in the management of chronic low
back pain. Pain Physician 2009; 12:109-135 (35).

Table 3. Results of the effectiveness of managing spinal stenosis with caudal epidural injections.

Pain Relief Results
Stud
Study y. . Participants Short-term | Long-term
Characteristics . .
3 mos. 6 mos. 12 mos. relief<6 relief > 6
mos. mos.

M M 1 0, 0, 0,

anchikanti et al 2011 RA, DB, F 40 50% to 60% to 55% to p p
(71,103) 65% 65% 65%
Ciocon et al 1994 (104) O,B 30 SI SI NA P NA
Botwin et al 2007 (105) O,F 34 65% 62% 54% P P

RA = randomized; DB = Double-Blind; F = Fluoroscopy; B = Blind; O = Observational; NA = Not Available; SI = Significant
Improvement; vs. = Versus; P = Positive; N = Negative

Adapted and modified from Conn A et al. Systematic review of caudal epidural injections in the management of chronic low
back pain. Pain Physician 2009; 12:109-135 (35).



Table 4. Results of randomized and observational studies of the effectiveness of caudal epidural steroid
injections in managing discogenic pain.

Pain Relief Results
Study
Stud Participants
y Characteristics P ~ Long-term
Short-term A
3 mos. | 6 mos. | 12 mos. . relief > 6
relief < 6 mos.
mos.
Manchikanti et al 2011 (68) 75% t
RA, DB, F 64 78% o fo 72% P P
81%
Manchikanti et al 2001 (106)
0,F 70 95% 85% 61% to P P
’ ’ ’ 73%
Manchikanti et al 2002 (107)
O,F 62 86% 60% NA P NA

*Indicates use of fluoroscopy
RA = Randomized; DB = Double-Blind; O = Observational; ; F = Fluoroscopy; NA = Not Available; P = Positive; N = Negative

Adapted and modified from Conn A et al. Systematic review of caudal epidural injections in the management of chronic low
back pain. Pain Physician 2009; 12:109-135 (35).

2.0 INTERLAMINAR EPIDURAL INJECTIONS

As shown repeatedly, multiple systematic reviews have provided negative opinions for lumbar
interlaminar epidural injections. However, 2 systematic reviews have evaluated lumbar and cervical
interlaminar epidurals (36,37). They arrived at conflicting conclusions with the systematic review of the
effectiveness of cervical epidurals in the management of chronic neck pain illustrating Level 1I-1
evidence in managing chronic neck and upper extremity pain (3); whereas, the evidence is Level 1I-2 for
the short-term relief of pain from disc herniation or radiculitis utilizing blind interlaminar epidural steroid
injections and lack of evidence for long-term relief. However, all lumbar interlaminar and cervical
interlaminar studies were performed without fluoroscopy. There are studies with fluoroscopy which
change the results (72,73). The evidence for blind lumbar interlaminar epidurals in disc herniation and
radiculitis is negative (36). Thus, these should be mandated to be performed under fluoroscopy and we
believe that the results will be similar to caudal and transforaminal when performed appropriately. We do
not recommend lumbar interlaminar epidural injections in postsurgery syndrome unless the needle
placement and epidural entry can be performed below the level of the scar to avoid complications. Thus,
as shown in Table 5, published randomized trials of the effectiveness of lumbar interlaminar epidural
steroid injections performed under fluoroscopy with an active-control design, which are all judged to be
high quality studies, showed positive results for disc herniation, axial or discogenic pain without facet or
sacroiliac joint pain or radiculitis, and spinal stenosis. These results are very similar to transforaminal and
caudal epidural injections.



Table 5. Results of randomized and observational studies of the effectiveness of fluoroscopic lumbar
interlaminar epidural steroid injections in managing disc herniation, axial or discogenic pain, and spinal

stenosis.
Pain Relief Results
Study
Stud Participants
v Characteristics P Short-term Long-term
3 mos. 6 mos. 12 mos. relief < 6 .
relief > 6 mos.
mos.
Group I - no
steroid=35 74% vs
Manchikanti et al 2010 (72) RA,C,F Group II - 83% vs. 86% 63% vs. 89% o ’ P P
steroid=35 86%
Group I - no
steroid=35 80% vs
Manchikanti et al 2010 (73) RA,C,F Group II - 77% vs. 86% 80% vs. 86% o ’ P P
steroid=35 80%
Group I - no 77% vs. 77% 73% vs. 73% 70% vs.
steroid=30 63%
Manchikanti et al 2011 (108) RA,C,F Group II - P P
steroid=30
Improvement in
Total=60 VAS écoires with no VAS scor.es
significant from baseline
Candido et al 2008 (109) R,AC,F TF=30 difference between but no NA P P
PIL=30 the groups 42.93 differences
versus 46.6 between the
groups
Caudal = 17 of 30 Caudal = 17 of
(57%) 30 (57%)
Total=90
Ackerman & Ahmad 2007 Caudal =30 Interlaminar=18 of | Interlaminar=18
(96) Ra AC, F Interlaminar = 30 30 (60%) of 30 (60%) NA P P
Transforaminal =
30 Transforaminal=25 | Transforaminal=
of 30 (83%) 25 0f 30 (83%)
Total=93 Roland Pain Score
Transforaminal =
Lee et al 2009 (110) R, AC,F IL=34 33410 1.59 NA NA P NA
TF=59 Interlaminar = 3.25
to 1.57
Total=64
TF=53% TF=53%
Rados etal 2011 (111 R, AC,F NA P P
ados etal 2011 (111) i IL=32 1L=75% 1IL=75%
TF=32

*Indicates use of fluoroscopy

RA = Randomized; AC = Active-control; F = Fluoroscopy; DB = Double-Blind; TF = transforaminal; IL= Interlaminar; PIL
= Parasagittal Interlaminar; NA = Not Available; P = Positive; N = Negative




The systematic review of cervical epidural injections (37) also utilized blind cervical epidural studies with
significant evidence as shown in Table 6. However, none of the studies were performed under
fluoroscopy at that time.

In fact, more recent studies, which are now incorporated into Table 6, showed positive results for disc
herniation, axial neck pain without disc herniation, radiculitis, or facet joint pain, spinal stenosis, and
cervical postsurgery syndrome.

Table 6. Results of randomized trials of fluoroscopic cervical interlaminar epidural injections in
managing disc herniation, axial or discogenic pain, spinal stenosis, and cervical postsurgery syndrome.

Pain Relief Results
Study
Stud Participants
y Characteristics P Short-term | Long-term
3 mos. | 6 mos. | 12 mos. relief<6 relief > 6
months months
; : Group I - no steroid=35
Manchikanti et al 2010 T7% vs. | 80% vs.
RA F - id= 809 P P
(112) ,C, Group II - steroid=35 36% 36% %
. . Group I - no steroid=35
Manchikanti et al 2010 89% vs. | 77% vs. 77% vs.
RA,C,F G II - steroid=35 P P
(76) e roup 1 - sterot 83% 74% 77%
Manchikanti et al 2012 RAC.F Group II'IHO Ster‘_’é‘f” T1%vs. | 87%vs. | 73%vs. ’ »
a7 ,» G, Group II - steroid=30 87% 80% 70%
Manchikanti et al 2012 RA C.F Group I - no ster(I)icEZZS 68% vs. | 64% vs. | T1%vs. P P
(78) >, G, Group II - steroid=28 68% 71% 64%
Local anesthetic with steroids
Castagnera et al 1994 =14
RA 79% 79% 79% P P
(113) Local anesthetic with steroids ’ ’ °
and morphine =10
c=17 12% vs | 12% vs 12% vs
Stav et al 1993 (114 RA P P
av etal 1993 (114) T=25 68% | 68% 68%
Single = 20
Pasqualucci et al 2007 1r.1g ¢ 58% vs
(64) RA Continuous = 20 NA 74% NA P NA
Over 180 days ’

RA =randomized; C = control; F = Fluoroscopy; T = treatment; vs = versus; P = positive; N = negative; NA = not available

Modified and updated from Benyamin RM et al. Systematic review of the effectiveness of cervical epidurals in the management
of chronic neck pain. Pain Physician 2009; 12:137-157 (37).

3.0 LUMBAR TRANSFORAMINAL EPIDURAL INJECTIONS
The systematic review by Buenaventura et al (38) indicated the evidence is Level II-1 for short-term relief

and Level II-2 for long-term relief in managing chronic low back and lower extremity pain. Table 7
illustrates randomized trials of the effectiveness of lumbar transforaminal epidural injections.
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Table 7. Results of randomized trials of the effectiveness of lumbar transforaminal epidural injections.

Pain Relief Results
Stud
Study y. . Participants
Characteristics Short-term | Long-term
3 mos. 6 mos. 12 mos. relief < 6 relief > 6
mos. mos.
Karppinen et al 2001 C=80
RA, DB SICH NSI NSI P N
(58) ’ T=280
33% vs. 719
Riew et al 2000/ 2006 ovs. 71%
P, RA, DB 55 NA NA (avoided P P
(115,116)
surgery)
PG 64 of
PG99 of 112 106
J tal 2007 (117 RA, DB 239 NA P NA
congeta (17) ’ G 90 of 127 G 78 of
116
Vad et al 2002 (118) RA 48 NA NA 48% vs. 84% P P
Intramuscular
saline=13%
Intramuscular
steroids=21%
Ghahreman et al 2010 Transforaminal
(83) RA, PC 150 saline=19% NA NA P NA
Transforaminal local
anesthetic=7%
Transforaminal
epidural=54%
Pain
Bupivacaine=47.5%
Bupivacaine +
steroid=41.5%
Ng et al 2005 (119) RA, AC 49 NA NA P NA
ODI
Bupivacaine=45%
Bupivacaine +
steroid=35%
Roland Pain Score
Transforaminal = 3.34 to
Lee et al 2009 (110) RA, AC 93 1.59 NA NA P NA
Interlaminar = 3.25 to
1.57
Caudal =
Caudal = 17 of 30 (57%) 17 of 30
(57%)
Interlaminar=18 of 30
Ack & Ahmad
crerman & Alma RA, AC 90 (60%) Interlamina NA p NA
2007 (96) r=18 of 30
Transforaminal=25 of 30 (60%)
(83%)
Transforam
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Pain Relief Results
Study .
Study . Participants
Characteristics Short-term | Long-term
3 mos. 6 mos. 12 mos. relief <6 relief > 6
mos. mos.
inal=25 of
30 (83%)
Improveme
nt in VAS
VAS scores with no s;(())r;s
Candido et al 2008 RA. AC 60 significant difference baseline NA P NA
(109) between the groups 42.93 but no
ul
46.6
versus differences
between
the groups
The reduction of pain in
the dexamethasone group
was 40% and in
Park et al 2010 (120) RA, AC 106 triamcinolone group was NA NA P NA
71%. Proportion of
patients with relief were
not described.
TF=53% TF=53%
Rados et al 2011 (111) RA, AC 64 L=75% L=75% NA P NA
VAS change
Bupivacaine = 24.3
Bupivacaine + steroid =
Tafazal et al 2009 274 P
RA, AC 76 NA P P
(121) ODI change

Bupivacaine = 13.8
Bupivacaine + steroid =

13.6

RA = randomized; DB = double blind; P = prospective; C = control; T = treatment; PG = pre-ganglionic; G = ganglionic; SICH =
significant improvement in contained disc herniation; NSI = no significant improvement; vs. = versus; NA = not available; P =
positive; N = negative.

Adapted from Buenaventura RM et al. Systematic review of therapeutic lumbar transforaminal epidural steroid injections. Pain

Physician 2009; 12:233-251 (38).

4.0 INDICATIONS AND MEDICAL NECESSITY

All in all, epidural injections must be recommended with 2 procedures in the diagnostic phase and
4 therapeutic interventions per region per year after the diagnostic phase is completed, if

indications and medical necessity as described above are documented.

Common indications for caudal epidural injections are as follows:
. Chronic low back and/or lower extremity pain which has failed to respond or
poorly responded to noninterventional and nonsurgical conservative management
resulting from:
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Disc herniation/lumbar radiculitis

Lumbar spinal stenosis

Lumbar postsurgery syndrome

Epidural fibrosis

Degenerative disc disease/discogenic low back pain

Absence of facet joint pain determined by controlled local anesthetic blocks
Intermittent or continuous pain causing functional disability

Average pain level of > 6 on a scale of 0 to 10.

Indications for lumbar interlaminar injections are the same as for caudal epidural
injections, except for postsurgery syndrome.

Caudal epidural is the modality of choice for postsurgery syndrome.

Common indications for cervical interlaminar injections are as follows:

Chronic neck and/or upper extremity pain which has failed to respond or poorly
responded to noninterventional and nonsurgical conservative management
resulting from:

A herniated, protruded, or extruded disc with or without radiculitis

Cervical spinal stenosis

Cervical postsurgery syndrome

Degenerative disc disease

Absence of facet joint pain determined by controlled local anesthetic blocks
Intermittent or continuous pain causing functional disability

Average pain level of > 6 on a scale of 0 to 10.

Common indications for thoracic interlaminar injections are as follows:

Chronic mid back or upper back pain which has failed to respond or poorly
responded to noninterventional and nonsurgical conservative management
resulting from:

A herniated, protruded, or extruded disc with or without radiculitis

Thoracic spinal stenosis

Thoracic postsurgery syndrome

Degenerative disc disease

Absence of facet joint pain determined by controlled local anesthetic blocks
Intermittent or continuous pain causing functional disability

Average pain level of > 6 on a scale of 0 to 10.

Common indications for lumbar transforaminal epidurals are provided for diagnostic and
therapeutic purposes.

Diagnostic Indications

To identify an inflamed nerve root in a patient with a history of radicular pain
when results of visual anatomic studies and neurophysiologic studies are not
collaborative.

To identify the pain generator when patients have multiple abnormalities on
visual anatomic studies.

To determine the symptomatic level in multilevel disc herniation.

To determine a primary pain generator in the spine-hip syndrome.
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. To determine a previously undocumented nerve root irritation as a result of

spondylolisthesis.

. To determine the symptomatic level in multilevel stenosis.

. To determine the symptomatic root in patients with documented postoperative
fibrosis.

Therapeutic Indications

. Average pain levels of > 6 on a scale of 0 to 10.

. Intermittent or continuous pain causing functional disability.

. Chronic low back and/or lower extremity pain which has failed to respond or
poorly responded to noninterventional and nonsurgical conservative
management.

Chronic low back and/or lower extremity pain resulting from:

Disc herniation/radiculitis

Failed back surgery syndrome without extensive scar tissue and hardware
Spinal stenosis with radiculitis

Discogenic pain with radiculitis.

5.0 FREQUENCY OF INTERVENTIONS

¢

Guidelines for the frequency of interventions apply to epidural injections caudal,
interlaminar, and transforaminal.

In the diagnostic phase, a patient may receive 2 procedures at intervals of no sooner than
one week or preferably 2 weeks.

In the therapeutic phase (after the diagnostic phase is completed), the suggested
frequency of interventional techniques should be 2 months or longer between each
injection, provided that >50% relief is obtained for 2 months.

If the neural blockade is applied for different regions, they may be performed at intervals
of no sooner than one week and preferably 2 weeks for most types of procedures. The
therapeutic frequency may remain at intervals of at least 2 months for each region. It is
further suggested that all regions be treated at the same time, provided all procedures can
be performed safely.

In the treatment or therapeutic phase, the epidural injections should be repeated only as
necessary according to medical necessity criteria, and it is suggested that these be limited
to a maximum of 4 times per year.

Cervical and thoracic regions are considered as one region and lumbar and sacral are
considered as one region.

In summary, there is significant evidence now with repeat injections appropriately performed under
fluoroscopy for all types of epidural injections.
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SUMMARY

While we applaud and also request that appropriate guidelines be utilized, the guidelines should never be
either prescriptive or proscriptive; they should be patient-oriented and evidence-based. There is
substantial bias in multiple guidelines, along with yours.

Once again we would like to thank you for this opportunity to present our views. If you have any further
questions, please feel free to contact us.

-

Laxmaiah Manchikanti, MD

Chairman of the Board and Chief Executive Officer, ASIPP and SIPMS
Medical Director, Pain Management Center of Paducah

Associate Clinical Professor, Anesthesiology and Perioperative Medicine
University of Louisville, Kentucky

2831 Lone Oak Road

Paducah, KY 42003

270-554-8373 ext. 101

drm@asipp.or

Standiford Helm, MD

President, ASIPP

Medical Director, Pacific Coast Pain Management Center
24902 Moulton Parkway, Suite 200

Laguna Hills CA 92637

949-462-0560

drhelm@pcpme.com

faﬁ% MO dme

Francis Riegler, MD
President, CASIPP

Universal Pain Management
819 Auto Center Drive, Suite A
Palmdale, CA 93551
friegler@upmgt.com
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