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January 29, 2021

Dirk McMahon

Chief Executive Officer, United HealthCare
P.O. Box 1459

Minneapolis, MN 55440-1459

Dirk_McMahon@uhc.com

Anne Docimo, MD

Chief Medical Officer, United HealthCare
P.O. Box 1459

Minneapolis, MN 55440-1459

Anne Docimo@uhc.om

RE: Recently implemented epidural steroid injections for spinal pain policy for commercial,
Medicare Advantage, and Medicaid Managed Care Plans
Policy Number: 2020T000411
Kentucky Policy Number: CS308KY.01

Dear Mr. McMahon and Dr. Docimo:

On behalf of the American Society of Interventional Pain Physicians (ASIPP), 50 state societies, and
the Puerto Rico Society of Interventional Pain Physicians, as well as the entire membership of
ASIPP, we thank you for your constant updates. However, we would like to discuss our concerns
about recently implemented policy effective October 1, 2020, Policy Number: 2020T000411, and
Kentucky Policy Number: CS308KY.01, effective October 1, 2020.

This policy comes without appropriate medical policy making without involvement of stakeholders
and principles of evidence-based medicine. It also is inconsistent with local coverage policies in
multiple jurisdictions across the nation, multiple Medicare Administrative Contractors (MACs)
across the nation, and evidence derived from appropriate analysis of the literature. Consequently, we
would like to request for you to, without delay and retroactively apply changes to the policy:

Please follow the nationwide and evidence-based policy with 2 epidural injections in the diagnostic
phase with 6 week intervals between each injection per region, followed by 4 therapeutic epidural
procedures per year, per region, at minimum of 3 month intervals with documentation of 2%5-3
months of significant improvement (> 50%). In addition, based on the current literature and coverage
policies, indications should be expanded to not only lumbar radicular pain with disc herniation or
spinal stenosis, to post-surgery syndrome and discogenic pain after exclusion of facet joint pain or
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Fig. 1. Twelve-month provisional® drug overdose death counts for all drugs®, synthetic opioids®, cocaine®,
and psychostimulants®, for 50 states, the District of Columbia, and New York City: 12-months ending in
June 2019 to 12-months ending in May 2020".
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Fig. 2. Number of opioid overdose deaths by category, 1999 to 2019.
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Fig. 3. Quantification of opioid deaths.





Source: IQVIA Xponent, Mar 2020; IQVIA Prescription Audit; IQVIA Institute, Nov 2020

Fig. 4. Prescription opioid use in morphine milligram equivalents (MME) per capita, 1992-2020*.





Table 1. National drug overdose (od) deaths, 2000-2018.

2000 | 2010 | 2011 | 2012 | 2013 | 2014 | 2015 | 2016 | 2017 | 2018 2((;:)9 23,1}9
;[‘)eot:t.lhsc}vudose 17,415 | 38,329 | 41,340 | 41,502 | 43,982 | 47,055 | 52,404 | 63,632 | 70,237 | 67,367 | 71,364 | 71,987
Any Opioid! 8,407 | 21,088 | 22,784 | 23,164 | 25050 | 28,647 | 33,091 | 42,249 | 47,600 | 46,802 | 50,343 | 50,806
(T40.0-T40.4, T40.6) ' ' ' : ! ' ' ’ ’ ! ' '
Prescription Opioids®
(T40.2-T40.3) 3,785 | 14,583 | 15,140 | 14,240 | 14,145 | 14,838 | 15281 | 17,087 | 17,029 | 14,975 | 14,252 | 14,375
Prescription

Opioids AND Other 167 939 889 861 1,015 1,489 | 2263 | 4,055 | 5444 | 5417 NA NA
Synthetic Narcotics

Prescription Opioids
WITHOUT Other 3,618 | 13,644 | 14,251 | 13,379 | 13,130 | 13,349 | 13,018 | 13,032 | 11,585 | 9,558 NA NA
Synthetic Narcotics

Other Synthetic
Narcotics (fentanyl)* 782
(T40.4), other than
methadone

3,007 | 2,666 | 2,628 | 3,105 | 5544 | 9,580 | 19,413 | 28,466 | 31,335 | 36,733 | 37,147

Heroin® (T40.1) 1,842 | 3,036 | 4,397 | 5925 | 8257 | 10,574 | 12,989 | 15,469 | 15,482 | 14,996 | 14,157 | 14,282

Cocaine (T40.5) 3,544 | 4,183 | 4681 | 4404 | 4944 | 5415 | 6,784 | 10,375 | 13,942 | 14,666 | 16,071 | 16,207

Psychostimulants
With Abuse Potential
(methamphetamine)®
(T43.6)

578 1,854 | 2,266 | 2,635 | 3,627 | 4,298 | 5716 | 7,542 | 10,333 | 12,676 | 16,356 | 16,528

Benzodiazepines’

(T42.4) 1,208 | 6,497 | 6,872 | 6,524 | 6,973 | 7,945 | 8791 | 10,684 | 11,537 | 10,724 | NA NA

R - Reported; P - Predicted values
Source for 2000 to 2018: https://www.drugabuse.gov/drug-topics/trends-statistics/overdose-death-rates
For 2019: https://www.cde.govinchs/nvss/vsrr/drug-overdose-data.htm (data based on 12/6/2020)





Table 2. Characteristics of fluoroscopic randomized trials of caudal epidural injections.
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Table 2 (con’t). Characteristics of fluoroscopic randomized trials of caudal epidural injections.

Study Pain Relief and Function Results
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Table 2 (con’t). Characteristics of fluoroscopic randomized trials of caudal epidural injections.

Sdy Pain Relief and Function Results
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Table 2 (con’t). Characteristics of fluoroscopic randomized trials of caudal epidural injections.

Study Pain Relief and Function Results
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of Reliability and Risk of Bias Assessment; LA = local anesthetic; BDI = Beck Depression [nventory; SF-MPQ = Short-Form MeGill Pain Questionnaire; HADS = Hospital Anxiety and Depression Scale;
NTC = No treatment control; VAS = Visual Analog Scale; NPl = Numerical Pain Intensity; JOA - Japaness Orthopaedic Association; SNEB - selective nerve root block; 81 = significant improvement;

NA =Not Applicable; P = Positive; N = negative
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Table 3. Characteristics of fluoroscopic randomized controlled trials of lumbar interlaminar epidural injections.

Study Pain Relief and Function Results
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Table 3 (con’t). Characteristics of fluoroscopic randomized controlled trials of lumbar interlaminar epidural injections.

Study Pain Relief and Function Results
Characteristics | Participants and | Outcome
Long-T: Conmment
Methodological | Interventions Measures 3 mos. & mas. 12 maes 24 mgs, | Short-term b =)
Quality Seoring S6mos. | sgmos | z12mes | 24 mos
NBS,0DL
« Poaitive resulis in &
m“"nu large active contral
Total = 120 Responsive ﬁ:;lihul
Mapchilantietal | Local anesthets s defined as Ovwerall: L4 mﬂw;' alane
20015 (759) = thase patients ! T2¥ive LA
BALAC,F with Overall: LA B3%ivs Owverall: LA T2% v Orverall: LA T7% vs weith arwith steroids
Centralaginal Loclanwthetics | rpancing LA with steraid 77% | LA veith steresd 75% | LA with steraid 67% ,m’m‘d Both Bath Buth Bath were effective with
Lid i of Respomsives LA 20% | Responsive: LA78% | Responsives LA B4% R treatments treatments treatments treatments | no significant
Pa— with C weith the first v LA with steraid va LA with sterodd vi L& with stenaid LI'.H'NH- effective effective effective effmctive difference between
Cockmmae=11/19 | Avessge rasuberof | 3 pocedens, | 2% e o Lawih -l
IPM-AORE=4348 | Injections =506 | Significant sternid 85% *o ITETRgE B
for 2 years impeovemnent: of sl
0% were adminitered
e avera perlad of 2
in pain and |t
function.
Total = 120 » Positive nesults
Epidural buphacaine Significantly better Sigrificantly better for both epidurl
0:25%, 10 mL = 60 results in epidural resiuhs In epidural Significantly better bupivacaine and
a &0 Eptdural buptvacaine and buptvhcaine and resulis in epidaral epldural buptvacaine
017 (817) hupivacaine 0.288%, steraid group sterndd group buphacaine and with stercids,
| 10 mL + 40 mg af . Bath grougs Buoth growups steraid group o Significant
&?ET'F ' mithylpeednisolone VAS. r.)l.'.l] showed significant showed significant Bath groups . Huptacaing Buptacaine B"Fhfmlm . Imnproverment in
niztion Fallow-up: 1 1o NiA steroids stercids sleraids NiA
Qualiry Scores: =80 13 months Improvement fram Improvement from showed significant suparior superior JE—— epidural bupivacaine
Cachrane = I?.I-'I:! Pracedures beseling, mose baselize, more improvemnent from e et per and steraid group
i administered st 14-5 significant in the significant in the baseline, mone froum beseline
IPM-QRE = 40048
' undler fluorscopic steraid growp than steruid group than significant in the with pain and
guidance bupivacaine alone bupivacaine alame sterabd group than function, as well as
Nambaer of BIoup, Foup ODH commpared to
imjections = |-2 hupivecaine.
Lasge trial with
flawed design and
amemment with
Significast posaitive redulis gt
Thtal =400 Improvesent. At 3 Amonths. Even
» . weeks and § wesks though based on
Friedlyetal 2014 | plomineCiroup RMDC) scores were Plawed anabyeis it
(278.818) e sigrificantly less shenes negetive
RAAC, F Lol e il S in ghicocortiold- — oesults, Multiple
Cdl.l.ll.llﬂ.nﬂ Glacocorticolds plas Bdncatns growp e significant mlptﬂnm m:rih flaws include not
foraminal spinal h““‘““""ﬁ"“‘“i’: ; ;; NRS,EMDQ | compamd to "’h“““’h m“'h Wik elfective of | ¥ome None Wik anly the design
erosis arinar Hlocaine gmep. Imngrrcvenment impravement superiority snd analysis of the
Cualiey Seres: Transtormmingl = 57 Lag pain ea aheo abservational study | observational stady steyold with dats, bt t
Cochrane =8/13 “‘““"“I ‘h“‘m"‘; = less Locaine :hm.mwdum
IPMAQHE = 3048 3 in the steroid comsideratians, and
Viariable & group compared inherent hias.
1 Bdocaline alone Fellaw-up
group. abservational
studdy has not
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information.
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Table 3 (con’t). Characteristics of fluoroscopic randomized controlled trials of lumbar interlaminar epidural injections.

Study Pain Relief and Function Results
Characteristics | Participants and | Outcoe
X . ~term Long-Term Conmment(s
Methodological | Interventions Measnares 3 mas. B o, 12 mas. 4 ek, Short (=)
Quality Scoring £ 6 mos. » 6 mas, = 12 mos, 24 mos.
NBs,ODIL
qm:;‘: o Positive resnlts in &
[ large sctive conteol
Total = 120 Responsive L
Munchintea], | LOslanesthetics | was defined as Overall: LA e etlons
2013(801) o anshet Boseputens | Ovenliiagmiw | Ovenliiazse | OvenliaTw | TRTLA ar with steraids
BAACF a 15 = 80 atleast3 LA with steroid 77% | LA withsterodd 75% | LA with stenaid 67% &% were sffective with
Axfal or dscogenic ml : i of Besponsive: LA 90% | Responsive: LA 8% | Responsive: LA 84% P P P P no sigaificant
Crualicy Scores: vs LA with steraid v5 LA with sterodd. s LA with steraid difference between
Cackrane = 11/13 with Celesione with the fimst 51 am 1% LA T8%vs the
IPM-RE = 44/48 Average numberaf | 2 procedurss, LA with 'O’nﬂ‘““l'- o total
= imjecticns =510 6 | Significant steraid 70%. ds;m“"ﬁ
e ﬁw werne administered
over a period of 2
improvement
in pain and e,
function,
s T [N Dot
Abmad, 2007 (T8 | Caudal =30 sinaraf pa el trial.
R ACF Inwshminar =30 | ™ W[ oo Cawsdal = 57% Caudal = 57% e
Dischernationor | Transforaminal = 30 ' Interaminar = Interhuminar = , Effective in all | Effective in all ‘
BDIL, contrast - NiA NiA Nia NiA effectiveness of
m- .:duhﬂptdnmbm i ion :‘;:a&mmma] = Zj;;;:nmmw arms HEmS . with all
Cochrane = §13 | Number of R”“M“m_up‘ " :ﬁw"“““l Mbn';;“h
IPMAQRE=2548 | isjecticns =110 3 wieeks irtsforammical
Radas et al, 2011 Interlasdnar
Total =64 Prasitive resulis
a1} IL=32 e il shore liow-
RAACF . VAS, 0D, 508 methylprednisalone
Disc bervistionae | JL, "2 pein relied =53% Effective upperted in
Lidosine with Follow-ug: 5 NiA ';hmﬁml.ll] HiA Mk with bath NiA NiA Mk comparisan of 2
td methylprednisalone et T — appranches approsches with
Cochrana=3/13 E““"‘“”‘: . methylpeadnisalone Udocaine with
IFM-QRE = 30548 } - =81% ¥
Total =62
Parasagiital
Interlamingr = 32 This is relatively
=2 | v e
Ghal etal. 2014 methylprednisalens | 2208 Oowestry erm fllowup
(817 {80 mg) mixed with Eﬁ’l’:‘m"m“ sosensing the role
R, AL F 2 ml of normal of parasagitial
:‘lgniﬂcnm FIL graup: 7B% PIL group: T5% PIL group: 65%
Thcmhm ot nl:w for both PIL improvenen: Tracsfomminal Transoraminal Tranafsraminal NiA Eﬁacﬂvmm Eﬁucuvtnm Effectiveness NiA imterlaminar
and transformminal than L group: 7% gronp: 7T in hoth arms inbotharms | in bath arms epidural injections
Cruality Scores: Froups greater - ! and transforaminal
Caochrane = 10713 Wumber of epidural xg‘] n mhd] epidural injections
IPMAQRE =428 | stercdd infections: F Glabal abawing equal
Transforamieal . Iprovement with
group: 60 L steraids without
PIL group: 58 loal anesthetic.
Aversge procedares:
2
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Table 3 (con’t). Characteristics of fluoroscopic randomized controlled trials of lumbar interlaminar epidural injections.

Study Pain Relief and Function Results
Characteristics | Participants and | Outcome Term
. Long- ‘Conmuent,
Mathodological | Interventions | Meacures 4 1mes. & maos, 12 mas. 24 mos. ﬁ"“'"'""" (=)
Quality Searing < 6 mos. > 6 mos. = 12 mos, 24 mos.
« The authors
shoveed sigaificant
avidence that
el
106 patients P "u";’“’
Midline interdaminar Tocal sathatic
Candido etal, 2013 | =53 Pain relief,
and steraids
(516) Pamasagittal oDl anl oDl
disakdlity, WS BUpETior o
R4, ACF Interlamingr = 53 NIE.GE:I. Midline = 35% Midline = 21% Midline = 15% 1
Disc herndation or 120 mg useaf opiod Parssagittal = 51% Parasagittal = 55% Farmsagitial = 56% A Parssagitial Parnsagittal Parasagittal A ofimtes] Tl
mdiculopathy methylprednisalone | o 0 Pain: Fain: Fuiny superior superior superiar In
Qualiy Seores: with 2 mLof0.5% | Midline=29% Midline = 29% Midline = 2% “pdural ejoctions
Cochrane = 10/13 | lidocaine Follow-up: Parssegital =50% | Pamasagittal = 53% | Parssagitil=55% + This study
manths combinstion of
IPMOQRB=37/48 | Numberof -
I Mot ‘mrthylpeedn
lidacaine
o Wi SUpErior
administered
'W'lf]ll]:l.l‘q‘hll
approach compared
o midline approsch.
Total = 200
Local anesthetic +
sterodd = 100
Asr, 2011 {623) Local anesthetic + Effective with | Effectivewith | Effective with » Posiive
RA,AC, F steroid + betamine | TN SC0CSS, addivonof | sddmionof | sddition of mndomized irial
THsc herndation or = 100 Orswestry Jow Significant Significant Significant P — —— k.etmu;eh for ketamine with
endiculopathy {Twmhmrhu back pein improvesnent in improvemnent in impeevemnent in N/A b F;i;: b n:ﬂ:im bunivacaine N/A logsg-term Bllow-up
Cruality Scores: . disabdlity ketamine group ktarine group ketamine group B v P with letamine with
Cachrane = 12713 P live free uestionraiee and and and lacal anesthetic and
MR = 3848 ketarineand 09% | 9 triamcinolone | trlamcinalone | triamcinolone -
' - saline :
Number of
Imjections = 1
Transforamizal =
VAS baseline 7.1 +
0726107 Whileall 3
Transforaminal = 30 ODl=377+283 16 techrigues
w“";;’*' ®aL 018 | o mher of 1682253 were effective,
Imjections = 1-3 Interlaminar = VAS ‘transtormimal
A | nterkminar <30 basellne 70 2 07 1o Al goupshowed
' Number of VAS, 0D WA 4+ 14 WA Nia ‘techniques NiA NiA Nia superiogity,
FIL‘]I:LIIHSNUH- Imjections = 1-3 ODI =369+ 18210 ware effective Heneever, there
Cach -9.|'I1.’I Caudal = 30 214 z 608 ‘was noy difference
[EM-QRB = 32748 Number of Caudal = VAS befeeen caudal
Imjections = 1-3 baselime T2 + 0.6 @ and inwrlaminar
35+ 10. approaches,
ODl=383+t1M®
Hz335
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Table 3 (con’t). Characteristics of fluoroscopic randomized controlled trials of lumbar interlaminar epidural injections.

Study Pain Relief and Function Results
Characteristics | Participants and | Outcome Lone-Term c
Methodelagical | Interventions Measures 1 oS, £ Tikos. 12 mes. 24mes, | Thert-tenn = | ne(s)
Quality Scoring =6 wes, > 6 mos. 212 mos. 24 mos.
In comparing
candal epidum]
with interlaminar
and tansforeminal,
]D-I'l-: ml | = bascli authors showed
15.39 to 2402 o
Total = 140 patients o ot il conidal
Caudal =82 oo = route, 77.7% with
Fandey, 206(788) | oo el = £ Caucal = baseline | 74.3% i bifie
Ll Interlamisar = 18 1535k 2440 e and 90% with
Disc prokpss Allware tpoated | T4 serie NiA Tamskomminal= | besalles 155710 |, v P p WA trapsborain]
Quality Scares: with serold and baseline 15,57 to 26.55
Cochirane =813 ocal welth B £5 Effectivenes = 90% o i : 1
IPM-QEB = /48 Inwerlaminar = Innerlaminar = L
or withaut sodium pasitive, There & no
chirida palution baseline 1533 to 28 beseline 1533 1o significant dlfference
o N besween crudal
—— and imerlamisar;

' howeerves,
transforaminal
appears o be
superior.

RA = Randomized; AC = Active Coatrol; F = Flueraseopy; DB = Double-Blind; P = Positive; N = Negative; NA = Not Applicable; LA = local anesthetic; WRS = Numeric Rating Seale; ODI = Oswestry
Disability Index; VAS = Visual Analog Scale; PIL = Parasagittal Interlaminar; RMD Q) = Reland Maorris Disability Questicnnalre; JOA = Japanese Orthopaedic Association; IPM-QRE = Interventional
Pain Management techniques - Quality Appraisal of Reliability and Risk of Bias Assessment
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Table 4. Characteristics of fluoroscopic randomized controlled trials of lumbar transforaminal epidural injections.

Sty Pain Relief and Function Results
. . Shart Long-Term Commentjs
Methodological | Interventions Measnres & maos, 6 o, 12 mas, dmes, | g )
‘Quality Scoring = b oo = 6mos, | 212 mos. 24 s,
» An ineffective or
inappropeivie pliceba
m.wﬂmﬂ applicable
-'D\rlrlal sallne appears
mﬁd Toul-150 VAS, QDI Asignificant | The o have boen superior at 3
BA, B F Methylorednisclane- oy treatmesnt Facts in There were Lackaf Lack of montis and 6 months, but
D-h::hun.mhlu :ﬁ:ﬂm:m Health effect in Both leg no treaiment effectivenieds | effectiveness Lackof i
radic =& cast, physicsl faver of = fHocta i A of i of 1 effectivenes HiA atone year between both
res: Euhrndﬂmwthhﬂhh:!l m[ 'L;:}t msmmu saline pain | fiverof either with with %rltﬂﬂlﬂ with wl.q N o facramad
Sk 40 A treatmest updvacaine . on
m: L3 [ i by (s mosthswihenly | forback | SV | restment. bapiracatne | bupleacaine average by 65% in both
T Number of infections = 1 Enitia] procedures pain. RS,
« Surgery was avoided (b the
of the patients with
18 patients in the sterold
groupand 15 In the saline
group undergoing surgery.
MBS pain scale,
OO, employment « Similar results with ocal
Manchikant et al, status, opdoid ntake Crverall L, anesthetic or with local
| Total=130 Responsive category | Overall: LA | 5.0 Crverall- L anesthetic and steroids,
%E*jéﬁ%] Lidocatne = &0 was defined a5 THvs LA ﬁ:ﬁiﬁ Orvemall: LA 63 v LA mwm mﬂnﬂ Effectireness EI;;:;:“H; » Monresprmsive patients:
Dise herntats Lidocatne with steroids = &0 | at kast 3 weeks withsteroid | ... TH%ve LA with | with steraid Ieca] anesthetic = 11, steraids
niation of ific: - 7% o o FTOUDS groups, in both groups. | groups. o1
rdiculopath Lidocalne vs lidocalne of significant 7% Responsive | Ser0id 57% | 57 Lidocaine | Lidocaine | Lidocainealone | Lidocaine 13
uall S?:c-rzs enixed with stercdd with Improvement Responsive: | o0 5316“ Fesponstve LA | Responsive | 30 alone or o weith steroids | alane ar + Local anestbetics wee
Cc«;hrt:ne— iL/13 infrapeural spproach with the first 2 LA 0% v L'!HJEJh 2% ve LA with | LA 80% vs with steroids | with steroids e welth steroids somewhat superion though
[P"-'[-Q-R.B_- Aversge number of procedures, LA with siemid sterodd 73% LA with fFertive efifsctive ' effective nat statistically significant,
L4148 - injections = 5to & for 2 years | Significant steraid 83% | g steroid 73% ' ' » O average, a totzl of 5-6
’ Improvement: 30% . injections were administered
improvement in aver a period af 2 vears.
pain and function.
Ti%ef T1% af
Risw et al, 2000 &
- Meed for cpemative | steraid stenid i + Epidura] hupivacaine with
i m abne(1ml, | Ietment goupchoss | growp chose ?mm“cnmm stenoids was significantly
Dise heonistion or | 025%) = 27 m North American | nottohave | metohave | S0FC tricre effective thas
mer Spine Society transgforaminal bupivacaine
raddic ¥ Bupivecaine (1 mL, ? ] f ! and 33% N/A P P P MNiA
. | D25%) with steroid (1 m1, | stionnaiee Mol | anddibiof |, wiith gtercida we
MCI =513 | betumet )= 28 Fallow-up: 1 bupivacaine | bupivacaine m]m iy mnere effective
[EM-CRE = Number of 5= 1ed magths o 28 chose | group chose EL“FE thas epidural bupivacaine
32144 Enjestien manths natto have | Botto have gy alone in avaiding surgery.
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Table 4 (con’t). Characteristics of fluoroscopic randomized controlled trials of lumbar transforaminal epidural injections.

Study Pain Relief and Function Results
Characteristics | Participants and | Outcome
2 " Short-te Long-Term Conmmnent,
Methodological | Iotervemtions Measures 2 mins. & 1m0s. 17 mas. 4 mos. T I (s)
Quaality Scoring =6 mos, = § m0s. = 12 mos, 24 ms.
Total: 150 patients
Lumbar disc
bernlaton: 75
Local anesthetic = 3
Local anesthetic with Diisc hernfat
sterofd =42 The
Local anesthetic EEEHEE
group: Injection Mj“ i for treatements
of 2 mL of0.25% the ODI wlth were the « These was no
bupivecalne oDL: a same In ocal significant difference
'{'gﬁ“““m Localanesthetic | vas,0D1, 1808 | La 138237 of 15 pobs Excellent 1o e petween both groups.
RA, AC, F I.I}Iﬂi]lﬂfmpl:;f Avoldance of versus LA with from good owtco e Mm
Disc hernistion or | 0.25% bupivacaine | "2V e e shlielul o with stesolds. oo
Outcomes: 12 £31 b *
mmm mmmul’mm e VAS leg pein: NiA group NiA gloneand HiA m M4 -ddmnmﬂm
Sl Soares: el i .| 1vearforsurgery | LA243+55 and 434 in bupivacalne the e mnthli:n iditonal
QE“HIII - ll:|'13 Lmﬂmhulmdhc. : versus LA with bupivacalne with steroid are “mm w]]r_
IPM-CRE = 32048 | B Homs 34 outcodme sterold 2748 amnd sterold both effective 110 Joeal
Fa ]' " . 47 group. There ::gmmln- i i
25 ' PSS and 4% in the slone
change in the :
Bupivecaine with VAS of 28 mm bupivacaine
siroids in the disc and sternid
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herniaton: 42 b el
Foramizal stenosis:
i
Mumbes of
infections = 1 1o
Total: 50 patients
Transforaminal: 25
Teigger point This s a reedomized
injectines: 25 Cutcome tréal, but
Transtoraminal IOEESILATS randomization was
[nfiections were i"dmx’::l In In by patient cholce with
pasoimor | pubemediv | VIS [ it |1 vabpint | Ped Bt g
RA,ACF maamlf%mm.m soare, finger o group 4% group 84% showed shawed Transforaminel | Transforaminal | Transforaminal transforaminal
Disc herniation or | Enfection utilizing floor distance, shawed Improvement. improvesvent sterodds with sterolds with sterabds with epddural sterald
radiculopath contrest followed and patient improvement in trigger polat mﬁg&r HiA lidocalne lidocaine lidecaine A Infection or
Quality Scores: | by 15 mLof satisfaction scare. | in trigger polnt | Infection group | g effective effective e soline wrigger
Cocheane = 513 Retamethasone Outcomes were | injection group | 48% showed ol 48% m‘tm{lgﬁm
[P"-'[QFLB_— [PTTR P— measired at 3 8% shawed improvement gu:-wpad g:ud? eiiad .
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g:gjtmjmdumgm ' ane-year follow-up,
earsed Wl
mL of normal saline
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Table 4 (con’t). Characteristics of fluoroscopic randomized controlled trials of lumbar transforaminal epidural injections.

Smdy Pain Relief and Function Results
Characteristics | Participants and | Outeome
i ; Long-Term Comment
Methodologieal | Interventions Measures % moe. & mos. 13 s, 34 mge, | SHOTI-term g (5)
Quality Seoring = 6 moe. = & mos. 21Zmes. | 24 mes.
Ackerman & Totwl=80 fmum{ﬂ -lrnt [
BRTEhow ST SR oo [ i
= DL Interlaminar e 0 - all !
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Cuality Scores: anesthetic =% approaches
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IPMRE = 4248 | steroid injections: Pmen:ﬂhh; hﬁﬂﬂ'ﬂ L
E:E;{:‘Emmd Impresapon ﬂem‘[hijswithuu:.lucﬂ
L growp: 58 anesthetic,
M'aﬂ:le gu'nnedum:
2

19






Table 4 (con’t). Characteristics of fluoroscopic randomized controlled trials of lumbar transforaminal epidural injections.

Study Pain Relief and Function Results
Characteristics | Participants and | Outcome
. . Long-Term Conmment(s
Methodological | Interventions Measures 5 mos, 6 o, 12 mos, 24 s, zrﬂ:rm - =)
Quality Scoring ' = & mos, 2 12 mos, 24 mos,
1.
Tiotal = 400 At 3 weels and
Lidocalne Group: & wesks RMDQ Large trisl with huyced
ssesment
Inteslaminar = 139 SOUTES Were with poaltive results
Py s g | 20 sty 1> ot s
= o significant though based on
%2017 (275818) | Glucocorticoids mlhod- Mo significant HE - flawed analysis
RA,ACF lidocaine MBS, BMDOQ differences ar Bath Meither Meither
| stenasis o Fallow-up: & mﬁp fmprovement in Wﬂl MiA treatments treatment was | ireatmentwas | N/A “ru'tf:‘l; e
Scores: Intes ar = 143 | weeks o ohservational 1 1 effective effective effective s I.mtnnlrlle
Cochrane = 8/13 | Transforaminal group. Leg study TS LT
- - sty Iys
TPM-OQRB = 30048 | =57 pads was also theduts, it patient
Lidecaine alone ar .uhclim; inchaical
Eﬂcmh:ﬂ plus less in the i ’m“ and
cafie steraid group i 1 bias
Variable doses i
lidocaine alome
IR
Dexamethasone | Dexamethasose
_ grop 7 3% group T34
Kennedy etal, Bﬁm patients _:f_ reduction in reduction in » This & ane of the
014 (273) aarl® mL—-uj e scames, i dcores, T1% stucdies ahewin
RA, AL, F e e s B&t reduction | reduction in QD] pffectiveness o
gﬁﬂ‘f’m&“ ° | Tramecinclones0 | reduction in pain | 7 m[ [“”ﬁe T e N4 NiA 2&21?:% B“m”‘ drugs |y NiA :‘:ﬁ*ﬂ”mm bal
Q-ﬂu‘ﬂ-ﬁmﬁ mgméjm[.:]? and cleabitity group 7 3% group Tk « Reelutively amall study
Cochrane = 10M13 {?uﬂmmb.emf reduction in reduction in with sharts-term follow-
TEMORE = 30/48 Injections: 115 3 mmm . :dﬁ:“cgurﬁggl upanly
in OD] scares Sciipes
Transforammieal =
VAS baseline 7.1 = All3
072607
Kamhle ot al, 2016 Transforaminal = 30 OD[=377+243 m While all 3 techniques
(770 Number of o154 +253 hewever, were effective,
R4 AC.F injections = 1-3 Imterlaminar = VAS ‘transforaminal tramsforaminal group
' ];uldhc Interlaminar = 30 baseline 7.0 £ 07 o group showed showed superfority.
Mumber of WAS, ODI MiA 34t14 NiA MiA superiosity. M/A NiA NiA Howerer, these
P injections = 1-3 ODl=3548+2482 There was was no difference
C -5.'.13 Candal =30 o lld +608 no difference bertween candal
TFM-QRB = 32/44 Number of Candal = VAS between and interlamisar
injections = 1-3 baseline 7.2 + 0610 caudaland appeoaches.
35+ 140, Interlaminar
ODI=333+278 approaches
w2le1335
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Table 4 (con’t). Characteristics of fluoroscopic randomized controlled trials of lumbar transforaminal epidural injections.

RA = Randomized; AC = Active Controli F = Flucroscopy; PC = Placebo Control; DB = Double-Blind; P = Positive; N = Negative; NA = Not Applicable; LA = Jocal anesthetlc; IPM-QRB = Intervention-

Study Pain Relief and Function Results
Characteristics | Partieipants and | Outeoie
. Short-te Long=Term Commment( s
Methodological | Iuterventions Measures 2 mes. & mos. 12 mss. Mmes. [ o fm 18 ()
Quiality Seoring LI05, = i mos. 212 mos, 24 mns,
In com
m candal mm
bt SCOBE nEﬁ:ﬂr-uHm - showed respanse In
Pandey, 2016 (7eg) | Saudal= B s | R = 74.3% with caudal
Transforaeninal = 40 = route, 77.7% with
RA,ACF TR 1536 02430 Transforamingl Tt e
W Allvoare tesated JOA score NiA Tonsrminal= | omene . | N P P P N4 with trunefsesmingl
| with sterold and e :
Cochrane=g/13 | Milisemidand 36,65 Effectiveness s
IPM-CRE = 26048 ar ut Inerlaminar = = 90 na
or it e ki baseling 15.33 125 | Inteshminar = posdtive. These
baseling 1533 L
o7 between caudal and.
= transforaminal appears
S 1o besuperior

el Pain Management techniques -- Quality Appraisal of Reliability and Risk of Bies Assessment; NRS = Numeric Rating Scale; 0D = Oswestry Disability Index; VAS = Visual Analog Scale; LBOS = Low
Back Outcome Score; PIL = Parasagittal Interlaminar; RMDQ = Eoland Morris Disability Questionnaire; [0A = Japanese Orthopaedic Association; BDI = Beck Depression [nventory
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Table 5. Effectiveness of percutaneous adhesiolysis assessed by randomized controlled trials and observational studies.

Pain Relief and Function Resulis
. . ]'_qu‘-'[qm

Characteristics Participants and Duteconse G 5)
Methodological | Inrerventions Measures 3 mos. € mos. 12 mas. 24 mos. Fhozt-term {
Quality Scoring 56 mos, = Gmos, | 212 mes, | 24 mos,
LUMBAR POST-SURGERY SYNDROME
Manchikant et al Totl = 120 RS, QDL T8% in Tiin T0% I 2% in P P P P Short-and long-
009, 2012 (893,84} | Percutaneous adhesiohsis employment adhesiolvais adhesiolvais adbesiolyss adhesdalysis term effectiveness
Ra, AC, DB =60 siatus, group group group HEOLE VS, afadhesiolysts on
Fost-lumbar surgery | Candal epidural = 60 opiold intake experienced experienced experienced 5% in caudal post-lnmbar surgery
syndrame - Percutaneous »50% reliel »50% relief »50% relief group syndrome
Chaality Scomes: adbeslolysls with bdocalne, commpaned to compared to 7% | compared o
Cochrane: 11113 betamethasone and 10% % incontol | incontrolgroup | 5% in control
TPM-ORB: 4248 hypertoic solution; graup graup

-Caudal epidural

injection with Hdocaine,

betamethssone and 0.9%

MaClsolution
Chun<jingetal, 2002 | Tetal =78 WAS, McMahb HA Intervention NA NA £ NA MNA NA Short-term
[E96) Percutaneous adhesiolysis lambar disense graip VAS score effectivensis of
RA,AC, DB =34 evaluation, oplold >3 VAS palnts adhesiolysis in
FPest-lumbar surgery injection = 38 s lower than patients with
syndrame = Percutameous adhesiclysis aseline, cantral fadled backsurgery
Chaslity Scores with saline and group VAS scone syndrome
Cochrane: 1213 <] point kwer
IPM-CRE 348 = Epidural injection of than baseline
Manchikant] ¢t al, Total =75 VAS, ODT, T af 10% THhaf 10% 2% of 10% HA P P P WA Shart- and long-
2004 (837) Contral with normal sline emplayment smling group, saline group, 60% | saline groug, term effectivencss
R4, BPC. DB =25 status, opioid Gl af0.9% of 0.5% group G af 0.9% and equivalency
Predominantly post- | Adbesiolysis with normal imtake, mnge group and 0% and 0% af control | gronpand 0% between normal and
surgery syndrome saline = 25 of maticn, of contrelgroup | growp had »50% | af control group hypertonic saline
Craality Scores Adbesiolysis with hyperwnic | psychological hed »50% pain pais relied had »50% pain adhesdalysis in chronic
Cochrane: 1213 saling = 25 evalaation by P-3 | relief relief low back pain
TFMI-CIRB: 3748 - One-day adhesiolysis

with 0.9% saline and local

anesthetic and sterold;

- Ome-day adhesiolysis

with 10% saline and local

anesthetic and sterold;

- Epidural injection with local

anesthetic, sterofid and 0.9%

mline
Velbelmann et al, Total = 59 VAS, ODI, GHS, | Mean Mean Mean NA P P P NA Short and long- term
206 (838) Adbesiolysis = 47 uase of analgesics of | improvementof | improvementaf effectiveness of
RA,AC Physiothesapy = 52 the adbesinlysie | the adbesiolysise | the adhesiolysis adhesiolysis over
Fust-surgery - Ome-day adhesiolysés with group was >50% | group was >508% | groupwas physlotherapy in
syndromeand disc | 10% saline, ropivacaine and in VAS and in VAS and >40% | >50%in VAS patients with scistica
prolapes - 4% in ODL inODT. Physical | and >40% in
Qaality Scores: - therapy Physical therapy | therpy group ODI. Physical
Cochrane; 8/13 59 patients with chronds ow wlml-lm had ~10% relief | therspy gmap
TPM-CRE: 3044 hn:f:in and sciatica based had ~10% relief

on disc protrasion/'prolapse

or failed back surgery






Table 5 (con’t). Effectiveness of percutaneous adhesiolysis assessed by randomized controlled trials and observational studies.

Pain Relief and Function HResults
Study
‘ar . Long =Term

Eha:ramtll:s Pirtlnpam_i and ‘Outeome . term ng & ut(s)
Methodelogical | Interveutions Measures I mas. & mos. 12 mns. 24 mos. Short
Quality Scoring 56 mos. =fmes. | =12 mes. | 24 mes.
Heavneretal, 1999 | Total= 59 SFM, VAS for Abaat 5% About 308 of About 50% M P P P Na Shart-and long-erm
{859} Group | (hypertanic saline hack, right leg. af sabjects subjects bad of subjects effectivensss and
RA,DE plus hyalironidase) = 17 and beft begpain | had ssore iore than 100100 | bad mage iivalency between
Post-surgery Growp IT than 107100 than 10/100 :aluhlpu groups
syndremeand disc | saline) = 15 in VAS with 0 9% and 10%

Grawp 11 in WAS in VAS saline and with o
Cality Scores: {isotonic saling) = 17 without
Cochrane: 1013 Grawp IV in patients with
IPM-OREB: 23,48 {satomic saline phas Jow back pain and

byalumonidase) = 10 rdiculopathy

3-day adhesialysis with either

0.5% or 10% saline and with

orwithout hyaluronidase
Akbas etal, 2018 800 patients VAS, ODI Significant Significant Significant NA P P P HA The 3 approaches
{501} 3 groups: 1 menth, 3 improvement improvement was | improvement result in the same
Ra, AC Crudal =20 months, § was seen with seen with pain was seen with outcorne with regand
Post-lnmbar surgery | 51 foraminal = 20 menihs after the | painand and functional painand 10 pain relief and
srndrome L5 transforaminal = 20 procedure functicnal status | stabas with functicnal complication mte,
Cuality Scores: Al patients underwest with reduction in | reduction in status with Adhesiobysds is an
Cochrane: G713 placementof 16 gauge RX scomes withall3 | scoreswithall3 | reduction in effective technique
1PMAQRB: 35,458 Coude needle in the Racz approaches with | approaches with | scores with all 3 in mamaging post-

catheter with 3 approsches e signiflcant o signiflcant sppeoaches with Tumbar surgery

along with sdbesiclbysis, They differences differences no significart syndrome pain

also receved exercisss with hetwesn the hetween the differences

perural flosdeg 3-4 times dadly approaches. approaches. between the

for 3 months, approaches,
LUMBAR SPINAL STENCSIS
Manchikanti stal, Total = 50 MRS, QDL 0% of 0% of TE% af T1%af P P p P Shart-and long-
2009, 2013 (891,852) | Percutaneous adhesialysis apicid intake, adhesiolysis had | adhesiolysis bad | adhesiolysis patients in term effectivenes
Central spinal =15 employment =505 relief vs =505 relief vs bad »50% rellef | adheslolysis af adhesbalysds an
sienosis Additional 45 patiests status 18% for caudal 12% for canda) (35 averge group anly chremiz intractahble
Ra, AC fallowed for 2 vesrs in Infections) ve pain secondary to
Cualitr Scores: dhesiolysls group 4% for caudal lumbar central spinal
Cochrane: 11/13 Cauda] epidural = 15 stenosis
IPM-ORE: 3648 - Percutaneass adhesialysis

wiith lidocadne, 10% NeCl

solution and betamethasone;

- Caiedal epidural infection

with catheteriztion,

lidocaine, normal MeCl

solution and betamethasone
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Table 5 (con’t). Effectiveness of percutaneous adhesiolysis assessed by randomized controlled trials and observational studies.

Pain Relief and Frmction Results
Study Long-Term
Characteristics | Participamts and Outcome g s
Methodological | Interventions Measuures — p— 17 maec. sdmps, | Short-term Conmment(s)
Quality Seoring < 6 s, =6 mes, | =12 mes, | 34 mos.
mddzﬂla Tatal =44 NRS, ODI, Succesaful Succesaful NA NA N= NA A NA mm‘lﬁl
Balloon adhesiolysis =24 | GFES, MQ& response of Tesponse (balloon- adhesialysis
BELAR D Balloan-less adhesiclysis 40% in of 25% in less), Caloalr el
hver | =20 balloon-less | balloon-less P= poaire sy iz
stesosis who 2-day percutanecis group and 58% | group and 58% (inflatable catheter on cheondc
suffered from adhesiclysls with in inflatable in inflatable ballocn) lenwer back pain and!
chronic lower back | inflatable balloon catheter balloon group | balloon group orlumbar mdiculr
pain andior lumber | or balloon-les catheter puia
redicular pain
Cruality Scores:
Cochrape: 1113
TPM-GRE: 3448
Choietal, 2016 51 patients NWERS, ODI 61% 57% 5% NA P P P MNA Patlents with severe
(018) Adhesiclysiswitha single | measures at sienoss and also
Single arm, combined treatment with | 1, 3,5, and mnlﬂmtsﬂwﬂﬂﬂ
prospective ballcon inflatable catheter | 12 months, ;f{?ﬂrﬁ;ﬁmm
abservational ZiNeu, 0% or mare 319, were incladed
sty than 2-point Thiere was large
Sewvere spinal reduction in number of patients
StEN0SE MRS missing followup at
Quality Score: ;rr;d.ofone-}urf
- rvement
E?LQRENR B 39 or MRS af 2
consddesed
Choietal 2013 | 78 patientsstudied with | Pain relief. 5L1% 49% successful | NA NA B NA NA NA Serall retrospective
(910) percutaneous adhesiolysis | Assessmentof | successful Tesponse assessment in 78
Retrospective with eaudal approach. propartionef | respense mﬁ' ‘-::ifﬂﬂﬁ""
assessment Following eppropriate patients based “'l h‘;]lg?
Post-lumbar adhesiolysis, 5 mL of on severity af of the patiens st 3
surgery syndrome | 0.25% ropivacaine the stenasis. snaniths and 45%
or spinal stencsis | containing 1,500 units of the patients at &
Quiality Scorre: of yaluronklsse was manths.
IPM-QRENR = | injected in the recovery Authors also inchided
24/48 room. 6 mL of 10% m:mhﬂf
R Rt surgery of 37% of the
solution was injected. patients. They aba
Folkrwing this, 2 mL of Inchaded 330 with
0.9% sodium chloride faraminal stenoais,
solution containing 40 In addition sevens
mg af triamcinolone wes sEmass was seen in
and root compresalon
In 46% of the patiests
providing scmewkat
mxed results,
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Table 5 (con’t). Effectiveness of percutaneous adhesiolysis assessed by randomized controlled trials and observational studies.

Pain Relief and Function Results
Iﬂliml:erim'.ci Participants and Outcome Leug-Term C
Methadalogical Mt‘r:rutidm Measures 3 mos. 6 mos. 12 mos. 24 mos. Shert-tsrm ()
Quality Scoring = 6 muos. = Gmes. | 212 mos. | 34 mos,
DISC HERNIATION
Gerdesmeyer et Tatal =50 DD, VAS 26/45af 3142 of 2831 of NA P P P NA Short- and long-
al, 2013 (895) Percutaneous edhesiolysis treated group | treated group | treated group term effectivencss
EA, PC, DB =45 had =509 had =509 had »50% of adhesiclysis on
Chronic lumbar | Placebo =44 improvement | improvement | improvement chronic lumbar
radicular pain - Percitaneous in QDI in QDI in QDI radicular pain
lesting longer adhesiolysis with steroids compared to | compared to compared Miost relevant
than 4 months and 10% saline schution; 742 of placebo | 4/37 of placebo | to %26 of placebo-controlled
Quality Scores: = Flacebo (no spinal canal group group placebo group trial
Cochrane: 1313 | insertion, saline solution)
IPM-ORB 44/48

RA = randomized; DB =double-blind; AC = active control; PC = placebo-controlled; P = positive; N = negative; NA = not applicable; NRS = Numeric Rating Scale; 0D = Oswestry disability index;
VAS = Visual Analog Scale; GHS = Gerbershagen score; 8FM = Short Form McGill Pain Questionneire; GPES = Global Perceived Effect of Satisfaction; MQ5 = Medication Quantification Scale I11; IPM-
(BB = [nterventicnal Pain Management techniques - Quality Appraisal of Beliability and Risk of Bias Assessment; IPM-(QEBNE = [nterventional Pain Management Techniques - Quality Appraisal of
Beliability and Risk of Biss Assessment for Nonrandomized Studies
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Table 6. Characteristics of fluoroscopic cervical/thoracic interlaminar epidural injections.

Study Pain Relief and Function Results
Characteristies Participants and Outeome Long-Term Ca .
Methadologieal Interventisns Measures — p— r— 24mes, | Shortterm (S uumentys)
§ il fritile e,
Manchikantietal 2013 | Total= 120 MRS, NDL Crvezall: Crverall: Omerall: Crresall: p P P P +Pagitive results in o randosized
(922} Local anesthetic = &0 LA &3S ve LA with | LASMEwvs LA | LATHwLA | LATHw large trial performed under
R AL, DELF Localanestheticwith | status, opinid steroid 70% with stercid withstermid | LA with fleamscopy with long-term
Cervical disc herniation. | steroids = 60 intake Respansive: % 6% sierodd 63% )
aor radicnlopathy Local anesthetic orwith | Significant LA 91%ve LA with | Responsive: Responsive: Basponsive: «Sirnilar resubts with local
Cruality Scores: Celestone improvement steroid B4% LAMKws LA | LATPHWLA [LATHw amesthetic or with Jocal anesthetic
Cochrane = 12/13 Average sumber of = 50% ptde with stereid with ateraid L with and steraids.
IPM-QRE =4 348 injections = 5 to & for reliefand > 50% .1 8% sizrodd 5% +Overall, & total of 5-6 injections
2 years functional status were administered overa period
improvensent of 2 years,
MeCormick et al, 2017 Total = 76 MRS, ONDL PDI, | NRSstandard NES standard NA NA P WA KA NA This is a prospective randosmized
(51} Standard interlaminar MPCE PGIC, group: group: comparative trial of standard
RA,SB, AC.F epidural injection at DME, M Baseline: § & months: 2 interlaminar epidaral injection
Unilatera] cervical C5-C6 =40 Imonths: 2.5 NES tmrgeted compared to wgeted stemid
radicular pain C5-C6 Targeted cervical MRS targeted catheter group: injesction vis epidural catheter
Cruality Scores: interhminar epidural catheter group: & months: 2 approach in unilieral cervical
Cochrane= 10/13 sterold Infections = 35 Baseline: 7 CONDI standard radicular pain showlng
IPM-ORE = 3748 Injectate was 2 mL af 3 months: 2 group: effectivensss of both modalities
triamcinclene sestonide ONDI stapdard & memnths: & and no significant difference noted
{80 1g) dlflstedd I 1 pl. group: ONDI targeied between the modalities, The relief
of 1% preservative free Baseline: 21 group: with one injection lasted almost
lidacaine in bath groups. 3 months: 153 6 months: 7.5 6 months in responsive patients,
OO targeted which [s unusual based on the other
group: shadies
Baseline: 15
3 months: 105
Cohen et al, 2014 (832} Tortal = 169 ‘Within group Foaltlve outcome: Positive A NA u WA NA WA sUndetermdned resulis at 3 months.
RAAC,F Conservative trestment | changes and Comservative group: | owtcome: for epidural stemid injection
Cervical disc herniation. | group =59 (medical between grougp 268% Canservative without local anesthetic combined
aor radicul and physical changes, Epldural group: 23 5% with conservative management,
Qn.lh;rSm\ih m) I‘IM,NIJ!I‘M 37% F Epidural group: with borderline response in 36.7%
Cochrane= 6/13 Epidural stercid Combisation 255% at 3 menths asd 25.5% &t 6 months
IPM-ORE = 24128 injectian therapy grup: Combination with epidural injections.
-!-H!m%nufup 5595 B therapy group: «This trial inchaded acute and
whﬂn::f containing 44% chronic pain patients. Number of
&l infections provided is ot shown,
e amd cionsand Local amesthetic waa not utllied.
nazasel saling There was a lirge nussber of
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Table 6 (con’t). Characteristics of fluoroscopic cervical/thoracic interlaminar epidural injections.
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Table 6. Characteristics of fluoroscopic cervical/thoracic interlaminar epidural injections.
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sacroiliac joint pain.

BACKGROUND:

As you know, chronic spinal pain is the most prevalent chronic disease with employment of multiple
modalities of interventional techniques including epidural interventions. The recent studies also have
shown not only the declining utilization of epidural procedures in Medicare population (1,2), and
decline in inflation-adjusted costs of these procedures, not only for procedure, but also overall costs
per patient and nationwide utilization based on 100,000 Medicare population. Multiple randomized
controlled trials, observational studies, systematic reviews, and guidelines have been published as
recently as 2021. In fact, the ASIPP published guidelines for interventional techniques in 2013, with
guidelines for facet joint interventions in 2020, and for epidural interventions in the management of
chronic spinal pain in 2021.

They utilized extensive and rigorous methodologic quality assessment and evidence synthesis with
recommendations delivered based on not only the evidence, but considering what other modalities
are available in managing these patients’ pain and improving their functional status. It is imperative
that utilize appropriate guidance in today’s atmosphere of escalating opioid usage and illicit drug
epidemic (3). The most recent studies have shown opioid usage has substantially increased since
onset of COVID. Illicit drug deaths have increased substantially since onset of COVID. Section 4.3
in epidural guidelines (https:/pubmed.ncbi.nlm.nih.gov/33492918/) (3) extensively discusses the
opioid epidemic within the realm of COVID-19 pandemic, along with increases of opioid deaths.
Recent reports show that there have been increases of opioid drug overdoses with an increase of
18.2% death rate in year ending from June 2019 to May 2020, due to COVID-19 pandemic. This is
in spite of severe restrictions, declining use of opioid dosages, and prescription opioids due to
decreasing access not only for opioid therapy, but for non-opioid treatments, as shown in Figures 1-4
(3,4) and Table 1 (TABLE AND FIGURES ATTACHED). As you can note, it is not only the
dosage and number of prescriptions, morphine milligram equivalent (MME), and prescriptions
which have been declining, but also the deaths related to prescription opioids have significantly been
reduced even during this epidemic where illicit drug epidemic continues to explode. This is partially
attributed to sending patients to the street without appropriate therapy with increased requirements
for opioid therapy with lack of access to non-opioid management.

Consequently, the new policy is making it more difficult to provide non-opioid techniques, namely
epidurals and facet joint interventions, beyond the national local coverage determinations (LCDs)
and evidence appears to be limited.

In reference to epidurals, with appropriate methodology with utilization of trustworthy standards,
ASIPP with 60 authors involved, performed extensive literature review and identified 47 systematic
reviews meeting inclusion criteria from a total of 85, and 43 randomized controlled trials from a total
of 116, and 64 observational studies (3). Methodologic quality assessment of the studies based on
Cochrane review criteria and Interventional Pain Management techniques - Quality Appraisal of
Reliability and Risk of Bias Assessment (IPM-QRB), and Interventional Pain Management
Techniques — Quality Appraisal of Reliability and Risk of Bias Assessment for Nonrandomized
Studies (IPM-QRBNR), was performed (3). In this analysis, only fluoroscopic randomized trials
were utilized except for cervical epidural injections where 2 observational studies were used. Table 2
illustrates the characteristics of fluoroscopic randomized trials of caudal epidural injections, whereas,
Table 3 shows lumbar interlaminar epidural injections, Table 4 shows characteristics of fluoroscopic
randomized controlled trials of lumbar transforaminal epidural injections, Table 5, shows
effectiveness of percutaneous adhesiolysis by randomized trials and observational studies, and
finally, Table 6 shows cervical and thoracic interlaminar epidural injections (3). (TABLES 2-5
ATTACHED)

SUMMARY OF EVIDENCE



Summary of evidence as shown in Section 8.10 in epidural guidelines (3) is as follows:

8.10 Summary of Evidence

Analysis of summary of evidence for disc herniation, spinal stenosis, discogenic pain, and
post-surgery syndrome is presented based on the present review of the evidence in conjunction with
appropriately performed systematic reviews published in the literature.

8.10.1 Disc Herniation

8.10.1.1 Caudal

For caudal epidural injections in managing disc herniation with multiple relevant,
moderate to high-quality fluoroscopically guided epidural injections with or without steroids
trials, and results of previous systematic reviews, the evidence is Level I with strong
recommendation for long-term effectiveness.

8.10.1.2 Lumbar Interlaminar

For lumbar interlaminar epidural injections with multiple relevant moderate to high-
quality fluoroscopically guided epidural injections with or without steroids trials, and relevant
previous systematic reviews, the evidence is Level I with strong recommendation for long-term
effectiveness.

8.10.1.3 Lumbar Transforaminal

For lumbar transforaminal epidural injections with inclusion of multiple moderate to
high-quality RCTs of fluoroscopic transforaminal epidural injections with or without steroids,
and inclusion of findings of relevant previous systematic reviews, the evidence is Level I with
strong recommendation for long-term effectiveness. The evidence shows no significant
difference between caudal and interlaminar epidural injections, whereas, the evidence also shows
some superiority of transforaminal epidural injections over caudal and interlaminar epidural
injections in achieving long-term improvement with epidural injections.

8.10.1.4 Percutaneous Adhesiolysis

Based on the present assessment with one relevant high-quality, placebo-controlled,
RCT, the evidence is Level Il with moderate to strong recommendation for long-term
effectiveness for percutancous adhesiolysis in patients nonresponsive to conservative
management and fluoroscopically guided epidural injections.

8.10.1.5 Cervical Interlaminar

In the cervical spine, for managing cervical disc herniation, based on relevant moderate
to high-quality RCTs and published systematic reviews, fluoroscopically guided cervical
interlaminar epidural injections, show evidence is Level I with strong recommendation for long-
term effectiveness.

8.10.1.6 Thoracic Interlaminar

In the thoracic spine, for thoracic disc herniation, based on one relevant high-quality
RCT using fluoroscopic guidance with or without steroids and previously published systematic
reviews, the evidence is Level II with moderate to strong recommendation for long-term
effectiveness.

8.10.2 Spinal Stenosis
8.10.2.1 Caudal

For lumbar central spinal stenosis, the evidence based on present assessment and
previously available systematic reviews, based on one high-quality RCT, the evidence is Level



Il to II with moderate to strong recommendation for long-term improvement with
fluoroscopically guided caudal epidural injections.

8.10.2.2 Lumbar Interlaminar

For lumbar central spinal stenosis, with evidence synthesis with inclusion of relevant
moderate to high RCTs and previously published systematic reviews, the evidence is Level 11
with moderate to strong recommendation with fluoroscopically guided lumbar interlaminar
epidural injections for long-term improvement.

8.10.2.3 Lumbar Transforaminal

For lumbar spinal stenosis, based on the present analysis of moderate to high-quality
RCTs and previously available systematic reviews, the evidence is Level IV to III with moderate
recommendation with fluoroscopically guided lumbar transforaminal epidural injections for
long-term improvement.

8.10.2.4 Percutaneous Adhesiolysis

The evidence of percutaneous adhesiolysis in lumbar spinal stenosis with present
evidence synthesis with relevant, moderate to high-quality RCTs, observational studies and
systematic reviews, is Level II with moderate to strong recommendation for long-term
improvement after failure of conservative management and fluoroscopically guided epidural
injections.

8.10.2.5 Cervical Interlaminar

For cervical spinal stenosis, based on present evidence synthesis with one high-quality RCT and
previously published systematic reviews, the evidence is Level II with moderate to strong
recommendation for fluoroscopically guided cervical interlaminar epidural injections with long-
term improvement.

8.10.3 Axial Discogenic Pain

8.10.3.1 Caudal

The evidence for lumbar axial discogenic pain without facet joint pain or sacroiliac joint
pain is Level II with moderate to strong recommendation for caudal epidural injections based on
one fluoroscopically guided high-quality RCT for long-term effectiveness.

8.10.3.2 Lumbar Interlaminar

Based on one high-quality RCT with long-term follow-up and previous systematic
reviews, the evidence is Level Il for discogenic pain after exclusion of facet joint pain and
sacroiliac joint pain with moderate to strong recommendation for fluoroscopically guided lumbar
interlaminar epidural injections with or without steroids for long-term effectiveness.

8.10.3.3 Cervical Interlaminar

Based on the present evidence synthesis with one relevant high-quality RCT with long-
term follow-up, with fluoroscopically guided cervical interlaminar epidural injection with or
without steroids, the evidence is Level II with moderate to strong recommendation for long-term
effectiveness.

8.10.4 Post-surgery Syndrome

8.10.4.1 Caudal

The present evidence synthesis based on one relevant high-quality RCT with long-term
improvement and previously performed systematic reviews, the evidence is Level II with
moderate to strong recommendation with fluoroscopically guided caudal epidural injections with



or without steroids for long-term effectiveness.

8.10.4.2 Cervical Interlaminar

The present evidence synthesis based on one relevant high-quality RCT with long-term
improvement and previously performed systematic reviews, the evidence is Level II to I with
moderate to strong recommendation with fluoroscopically guided cervical interlaminar epidural
injections with or without steroids for long-term effectiveness.

8.10.4.3 Percutaneous Adhesiolysis

Based on present evidence synthesis with multiple moderate to high-quality RCTs in
conjunction with previously published systematic reviews, the evidence for percutaneous
adhesiolysis in managing post-lumbar surgery syndrome is Level I with strong recommendation
for long-term improvement after failure of conservative management and fluoroscopically
guided epidural injections.

COST UTILITY ANALYSIS FOR EPIDURAL INTERVENTIONS

Cost utility analysis for epidural interventions was also evaluated in the guidelines. Epidural
interventions, including percutaneous adhesiolysis, have shown very favorable evidence assessment
as shown in Fig. 22 of the epidural guidelines (3). All of the epidural interventions were below
$5,000 quality adjusted life year (QALY).

In reference to percutaneous adhesiolysis, Cho et al (6) also showed that percutaneous adhesiolysis
has better evidence than spinal cord stimulation.

INDICATIONS, MEDICAL NECESSITY AND FREQUENCY OF INTERVENTIONS

ASIPP in recent guidelines described the following criteria for indications, medical necessity, and
frequency of interventions based on appropriate literature and requirement from LCDs and other
payers.

Lumbar Epidural Injections
Lumbar epidural injections include caudal, interlaminar, and transforaminal. Common
indications are as follows:

e  Chronic low back and/or lower extremity pain of at least 3 months duration which has
failed to respond or poorly responded to non-interventional and nonsurgical conservative
management resulting from:

e Disc herniation/lumbar radiculitis: (evidence — Level I with strong recommendation
for caudal, interlaminar, and transforaminal)

e  Lumbar spinal stenosis: (evidence — Level II for caudal with moderate to strong
recommendation, Level II for lumbar interlaminar with moderate to strong
recommendation and Level IV to III with moderate recommendation for lumbar
transforaminal)

e  Post-lumbar surgery syndrome: (evidence — Level II for caudal with moderate to
strong recommendation)

e Axial or discogenic low back pain without facet joint or sacroiliac joint pain or disc
herniation: (evidence — Level II for caudal and lumbar interlaminar with moderate to
strong recommendation)

e Moderate to severe pain causing functional disability.

e Lumbar interlaminar may be performed in post-surgery syndrome only if the access to
the epidural space is obtained outside the scar (caudal and transforaminal are preferred
modalities).

e Acute proven disc herniation with radiculitis with disabling pain or to avoid surgical
intervention, herpes zoster, post herpetic neuralgia, CRPS I and II, epidural injections



may be performed at physician discretion without above requirements.

Cervical Epidural
While cervical epidural injections may be administered either by the interlaminar or
transforaminal approach, only the interlaminar approach has been studied with appropriate
indications and effectiveness. Further, cervical transforaminal epidural injections are associated
with high risk. Common indications for cervical interlaminar epidurals are as follows:]|
e Chronic neck and/or upper extremity pain of at least 3 months duration which has
failed to respond or poorly responded to non-interventional and nonsurgical conservative
management resulting from:

e Disc herniation/cervical radiculitis (evidence — Level I with strong recommendation)

o Cervical spinal stenosis (evidence — Level II with moderate to strong
recommendation)

e Post cervical surgery syndrome (evidence — Level II to I with moderate to strong
recommendation)

e Axial or discogenic pain without facet joint pathology or disc herniation (evidence —
Level II with moderate to strong recommendation)
e Intermittent or continuous pain causing functional disability.
e Acute proven disc herniation with radiculitis with disabling pain or to avoid surgical
intervention, herpes zoster, post herpetic neuralgia, CRPS I and II, epidural injections
may be performed at physician discretion without above requirements.

Thoracic Epidural
Thoracic epidural injections may be performed either with an interlaminar approach or a
transforaminal approach. The literature is scant in reference to thoracic epidural injections, with
Level II evidence. Consequently, only interlaminar epidural injections are described herewith.
Common indications are as follows:

e Chronic mid back or upper back pain of at least 3 months duration which has failed to
respond or poorly responded to non-interventional and nonsurgical conservative
management resulting from:

e Thoracic disc herniation/radiculitis

e Thoracic spinal stenosis

e Thoracic post-surgery syndrome

e Axial or discogenic pain without facet joint pathology or disc herniation
e Moderate to severe pain causing functional disability.

e  Acute proven disc herniation with radiculitis with disabling pain or to avoid surgical
intervention, herpes zoster, post herpetic neuralgia, CRPS I and II, epidural injections
may be performed at physician discretion without above requirements.

Frequency of Epidural Procedures

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

e In the diagnostic phase, a patient may receive 2 procedures at intervals of no sooner than 2
weeks, preferably 4-6 weeks based on the type and dosage of steroid used.

¢ In the therapeutic phase (after the diagnostic phase is completed), the suggested frequency of
interventional techniques should be 2'2 to 3 months or longer between each injection,
provided that > 50% relief is obtained for 2'% to 3 months, not exceeding 4 per year, per
region.

e [f 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.
e 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.

Percutaneous Adhesiolysis
At the present time, the evidence is available for percutaneous adhesiolysis in the lumbar region
only utilizing a caudal approach. Evidence for the cervical and thoracic regions and
transforaminal approach in the lumbar region is only emerging. Common indications for
percutaneous adhesiolysis with a caudal approach in lumbar region are as follows:

e Chronic low back and/or lower extremity pain of at least 6 months duration which failed
to respond to or poorly responded to non-interventional and nonsurgical conservative
management and fluoroscopically directed epidural injections secondary to:

e Post-surgery syndrome (evidence — Level [ with strong recommendation).

o Central spinal stenosis (evidence — Level II with moderate to strong
recommendation)

e Disc herniation/radiculitis/severe degenerative disc disease (evidence — Level 11 with
moderate to strong recommendation)

e Intermittent or continuous pain causing functional disability.

Frequency of Percutaneous Adhesiolysis Interventions
e The number of procedures is preferably limited to:
e 2 interventions per year, with a 3-day protocol

e 4 interventions per year, with a one-day protocol.

In addition, oftentimes pathology is multilevel. This is well demonstrated for degenerative disc
disease and spinal stenosis. In addition, obvious or subtle injury-related patients in industries with
vibration or stress related to occupations and other stresses in life may have multiple regions
involved.

In addition, post lumbar surgery syndrome is becoming very frequent, along with spinal stenosis,
developing after surgical intervention other than due to the degenerative processes. It is crucial that
appropriate treatment is provided to these patients in the form of caudal epidural injections or
percutaneous adhesiolysis.

Further, once the patient is shown to be negative for facet joint or sacroiliac joint pain in the lumbar
spine and facet joint pain in the cervical spine, all the treatments are exhausted. The patient is
nonresponsive to conservative modalities. In these cases, epidural injections should be allowed to
improve their physical and functional status. As it is shown in the guidelines, there is Level II
evidence for discogenic pain without facet joint or sacroiliac joint pain.

It is also important to note that epidural injections along with physical therapy allow for restorative
therapy. In some ways, they do treat the pain, but in other ways, it can actually help the patient
complete physical therapy and rehabilitate for the longer term as opposed to pharmacologic agents
that simply mask symptoms. That is why it is within the best interest of the patient to obtain access
to therapies like epidural injections to help facilitate restoration of function.

From an economic standpoint, epidural injections do not represent a significant cost center for UHC



compared to other modalities. In fact, most branded drugs are significantly more expensive per
month than a single epidural steroid injection in office costs. Thus, trying to ration care for the sake
of cost savings does not seem like a logical expense and may have the opposite effect to increase
costs to the system. Patients would continue to suffer from pain when they do not have access to the
therapy which may cause them to use more expensive and costlier health care services such as other
prescription drugs, emergency room visits, more frequent visits to their primary care physician, and
additional rounds of physical therapy or potentially very expensive surgical options. Not only could
it be more expensive for the patient, it could also negatively impact their care, harm, and quality of
life by restricting this therapy.

As described above, another larger concern is regarding the opioid crisis. Oftentimes when patients
are suffering from severe debilitating pain that epidural steroid injections can treat, if we are not
granted access to these, the patients may be prescribed opioids or may purchase them from illicit
sources. This could further worsen the already worsening opioid crisis and lead to significant harm
and damage to our patients. It would be unfortunate if a policy and procedure established by United
Health Care pushes to the street when there are viable non-opioid and opioid alternatives available
that are cost effective.

ABOUT ASIPP

ASIPP is a not-for-profit professional organization founded in 1998 now 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 8,500 appropriately trained and qualified physicians
practicing interventional pain management in the United States. ASIPP is comprised of 50 affiliated
state societies, and the Puerto Rico Society of Interventional Pain Physicians.

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 (The National Uniform Claims Committee. Specialty Designation for
Interventional Pain Management- 09. www.cms.hhs.gov/transmittals/Downloads/r1779b3.pdf).

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 diskectomy, intrathecal
infusion pumps and spinal cord stimulators, for the diagnosis and management of chronic, persistent
or intractable pain (Medicare Payment Advisory Commission. Report to the Congress: Paying for
interventional pain services in ambulatory settings. Washington, DC: MedPAC. December. 2001.

www.medpac.gov).

CONCLUSION

In conclusion, once again we appreciate your concern and we would like you to consider our input
seriously, which is not based on emotions or advocacy, but based on evidence using trustworthy
standards with extensive methodologic considerations and best evidence synthesis available in the
literature. Consequently, once again, we emphasize to adopt the following:

Please follow the nationwide and evidence-based policy with 2 epidural injections in the
diagnostic phase with 6 week intervals between each injection per region, followed by 4
therapeutic epidural procedures per year, per region, at minimum of 3 month intervals with
documentation of 2'5-3 months of significant improvement (> 50%). In addition, based on the
current literature and coverage policies, indications should be expanded to not only lumbar
radicular pain with disc herniation or spinal stenosis, to post-surgery syndrome and discogenic
pain after exclusion of facet joint pain or sacroiliac joint pain.


http://www.cms.hhs.gov/transmittals/Downloads/r1779b3.pdf
http://www.medpac.gov/

Thank you for your consideration. If you have any questions, please feel free to contact one of us.
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