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Origens

* A Medicina baseada em evidéncias surge da
integracdo de trés disciplinas para gerar um
suporte 4 decisao clinica:

— Epidemiologia Clinica
— Bioestatistica
— Informatica Médica




Paradigmas

* Aceita a incerteza nas decisoes clinicas e
reconhece que as agoes no manejo dos pacientes
sao freqiientemente adotadas sem o
conhecimento sobre seu real impacto.

* Reconhece que a experiéncia clinica e os
conhecimentos sobre mecanismos, apesar de
necessarios, sao insuficientes para reduzir a
incerteza das decisoes clinicas.




Paradigmas

* Busca evidéncias de pesquisas (clinicas ou
epidemiolégicas) planejadas para conter dados

que respondam as incertezas das decisoes
clinicas.

* Integra a evidéncia com o entendimento atual
sobre os mecanismos de doengas € com as
experiéncias clinicas pessoais.




MEDICINA BASEADA EM EVIDENCIAS

O QUE E

E o uso consciencioso, explicito e
judicioso da melhor evidéncia
disponivel na tomada de decisdo

acerca dos cuidados clinicos para os

pacientes individuais.




Avalanche de informacdes

17.000 novos livros
30.000 revistas biomédicas

2 milhdes de artigos cientificos
MEDLINE - > 4.000 revistas
LILACS - 670 revistas




Médicos generalistas, para conhecerem o
que de interesse € publicado em revistas,
teriam que examinar 19 artigos/dia
durante 365 dias do ano




Organizar a literatura
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DECISOES CLINICAS BASEADAS EM EVIDENCIAS




Passos para a pratica de MBE

CENARIO CLINICO

Pergunta
Informacgao

BUSCA DA INFORMACAOQ
Identificagao
Selegao

Validade, Significancia,Aplicabilidade

Forga da evidéncia
RESOLUGCAO DO CENARIO
Aplicagdo dos resultados




A BUSCA DA INFORMACAO

Todas as fontes de informacao tém
a mesma

Todas as fontes de informacao
produzem
de igual qualidade?




Forca das evidéncias cientificas para
intervengoes médicas

 Fraca
— Mecanismos (dedutiva)
* Pesquisa bisica
— Experiéncia clinica (indutiva) isolada ou de grupo de
petitos
* Dados clinicos obtidos de forma néo sistematica.

— Pesquisa clinica obsetvacional, sem grupo controle
* Estudo de casos, de incidéncia, de prevaléncia




Forca das evidéncias cientificas para
intervencoes médicas

* Intermediaria
— Intervencdo clinica sistematica mas com desfechos
bioquimicos, fisiolégicos ou celulares.
* Ensaio clinico randomizado

— Pesquisa clinica observacional com desfechos
clinicos.

* Estudos de caso-controle e coorte,
— Intervengio clinica sem randomizag3o.
* Quase-experimento.




Forga das evidéncias cientificas para
intervencoes médicas

e Intermediaria

— Intervengio clinica sem grupo controle.
* Experimento nio controlado

— Estudos ecolégicos no tempo e espaco.
* Séries temporais multiplas




Forca das evidéncias cientificas para
intervencoes médicas

* Forte
— Intervengao clinica sistematica com desfechos

clinico-epidemiolégicos.
* Ensaio clinico randomizado




A BUSCA DA INFORMACAO
Hierarquia das evidéncias

EVIDENCIA FRACA EVIDENCIA FORTE

Metanalise
Ensaio clinico controlado randomizado
Ensaio clinico nido controlado
Estudo de coortes
Estudo de casos e controles
Estudos de corte transversal

Estudo de série de casos

Descricdo de casos




A BUSCA DA INFORMACAO
Potencial beneficio da intervengao

EVIDENCIA tipo I
no minimo, uma revisdo sistemitica de boa qualidade




A BUSCA DA INFORMACAO
Potencial beneficio da intervengao

EVIDENCIA tipo II
no minimo, um ensaio clinico controlado e randomizado de boa
qualidade




A BUSCA DA INFORMACAO
Potencial beneficio da intervengao

EVIDENCIA tipo III
estudos de intervencio bem delineados, sem randomiza¢io




A BUSCA DA INFORMACAO
Potencial beneficio da intervengao

EVIDENCIA tipo IV
estudos observacionais bem delineados




A BUSCA DA INFORMACAO
Potencial beneficio da intervengao

EVIDENCIA tipo V
opiniio de especialistas




Introdection and Techniguees of EBA = Fisher and Wood 5649

Table 2. Levels of Evidence for Primary Research Ouestion
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Table 3. Current Approach to Grades of Recommendations*’

Clanty of
Risk/Benefit

Grade of
Recommendation

Methodologic Strength of Supporting Evidence

Implacations

14 Clear

Randomized tnals without important limetatons

Strong recommendation; can apply to most patients
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1B Clear

Randomized treals with important limitations

trong recommendations, likely to apply to most

(TS R T, e fiwsti

B LR

1C+

Ma RCTs, but RCT results can be
unequivocally extrapolated, or
owerwhelming evidence from observation

Sidies

Strong recommendation: can apply 1o most patients
In most circumstancas
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Randomized tnals without important limstations

Intermediate-strength recommendation; best action
may difer depending on circumstances or
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Randomized tnals with important limitations
(inconsistent results, methodalogic faws)

Weak recommendation; altemative approaches
likaly to be better for some patients under some

LITUR LT

2C Unclear

Ohservation studes

Yery weak recommendations; other altematives
may be equally reasonable
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A BUSCA DA INFORMACAO

Tipos de evidéncia

1. BENEFIC.

efetividade claramente demonstrada
efetividade néo tdo fitmemente estabelecida
efeitos ponderados de acordo com as circunstincias individuais
insuficiente ou inadequado para recomendagéo
falta de efetividade néo tdo claramente demonstrada
falta de efetividade ou prejuizo claramente demonstrado




A BUSCA DA INFORMACAO

Tipos de evidéncia

4, DESCOI .
insuficiente ou inadequado para recomendagéo

falta de efetividade nfo tdo claramente demonstrada




Hierarquia das pesquisas clinicas

Pesquisas com animais

hitp:/ / cebm.jrl.ox.ac.uk/docs /levels.html



I'he Problems and Limitations of Applying
Evidence-Based Medicine to Pnimary Surgical Conclusion. A multicenter funded study |5 necded 1o
answer appropriate questians.
Key words: aduli scoliosis, SR5-22, outcomes snghysis.
Spine 2007:32:5135-5139
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Results and Conclusion. Scheuermann kyphosis is the
Fvidence Based Medicine lowing surgical intervention: however, clinical outcomes
, 2 : data are not yet available, and the studies available do not
Analysis of S5cheuermann Kyphosis have strong levels of evidence.
Key words: kyphosis, ring apophysis, Scheuermann
Conclusion. In the absence of evidence from random-
ized trials, surgeons must rely on the best available infor-
Evidence-Based Medicine Ana mation to guide patient management decisions. Although
Constructs in Adolescent Idioy there have been many publications on the topic of all pedi-
cle screw constructs in AlS, evidence regarding the advan-
Klchore Mulpurl, MEES. MS(Orhol, MHScEn ane t20€ Of all pedicle screw constructs remain limited to case
and Christopher W. Reilly, MD. FRCSC series, biomechanical studies, and expert opinions.
Key words: pedicle screws, adolescent Idiopathlic sco-
liosi Conclusion. Eecause of the paucity of high levels of
I'vidence-Based Medicine Analvsis evidence, we are not able to formulate clear guidelines for
Treatment Includ freatment of high-grade spondylolisthesis based on the
best evidence available in the published literature.
Key words: spondylolisthesis, high grade fusion,
in sitv spondylolisthesis reduction, evidence-basaed med-
Cngor L. Transfeld. MO, and Amir A Mehbod, PAD icine. Spine 2007:32:5126 -5129

homasz . Lowse, MU, and Breton =, Line, BRI

Spondylolisthesis
Versus Fusion In Situ for High-Gra




Dynamic stabilization devices in the treatment of low
back pain

Dilip K. Sengupta, MD

Bax 1. The different dynamic stabilization
systems, that have been used clinically
may be classified into four categories:

Inter-spinowus distraction devices

Winns silicone distraction device
IIII

Wallis system

A-stop

Inter-spinous ligament devices

Elastic ligament (Bronsard's
Ligament across the spinous
|
Loop syster
Ligaments across pedicle screws
Graf ligament
Dynesis

FASS system

5".‘ mi |ri !]iﬂ! (1L |_'-,-t._'-|| li [ -:‘I e '.,I'i ce

pedicle screws

D35S system Orthop Clin N Am 35 (2004) 43 - 56




Passos para a pratica de MBE

CENARIO CLINICO

Pergunta
Informacgao

Qual a funcio do espagador interespinhoso?

Distragio da UEF
Alterar a distribui¢io de carga Col Ant e Col Post.
Restaurar ROM fisiolégico perdido na DDD
Ampliar o forame intervertebral




Passos para a pratica de MBE

CENARIO CLINICO

Pergunta
Informacgao

Qual a funcio do espagador interespinhoso?

Distragio da UEF |




Passos para a pratica de MBE

CENARIO CLINICO

Pergunta
Informacgao

Qual a funcio do espagador interespinhoso?

Alterar a distribuicdo de carga Col Ant e Col Post.




Passos para a pratica de MBE

CENARIO CLINICO

Pergunta
Informacgao

Qual a fungdo do espagador intes

Restaurar ROM fisiolégico perdido na DDD




Passos para a pratica de MBE

CENARIO CLINICO

Pergunta
Informagao

Qual a fun¢io do espagador interespinhoso?
e ="




Passos para a pratica de MBE

CENARIO CLINICO

Pergunta
Informacgao

Quais sdo os critérios de escolha dos pacientes
para sua utilizacdo?

Wallis XTOP
Pés discectomia extensa Estenose do canal lombar
Pés 2* discectomia
Discectomia em L5 Sacralizada
DDD nivel adjacente
Modic I Lombalgia




Lumbar arthroplasty with Dynafix Clinical experience in
218 cases
Ribas €T al Wotld Spine III

219 espacgadores
Critério de Incluséo Radiculopatia
Critério de Excluséo Lombalgia pura

e
%

Pesquisas com
animails ’




Lumbar arthroplasty with Dynafix Clinical experience in
218 cases
Ribasetal World Spine III

Grau de
recomendacgio
219 espacadores 2C
Critério de Incluséo Radiculopatia
Critério de Exclus&o Lombalgia pura

Resultados
82% excelentes e bons
18% com dor residual

2

(4




A Mulhticenter, Prospective, Randomiazed Trial
FEvaluatmg the X STOP Interspinous Process

| Yecompression Syvstem for the Treanment of
M eurooenic Intermittent Clandication

-1 car Follow-1Up Fesults Matthenw Hannibal, MD, T and Dimitriy Kondr:

Grau de
recomendacio

1 By

110 Pacientes
Critério de Inclusao Lombalgia ou radiculopatia

melhora com a flex&o do tronco

Critério de Exclusao Cir prévia Déficit Motor

Conclusions. The X STOP provides a conservative yet
effective treatment for patients suffering from lumbar spi-

nal st . In the continuum of treatment options, the X
STOP offers an attractive alternative to both conservative
care and decomprassive surgery.
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A Mulhticenter, Prospective, Randomiazed Trial
Evaluatmg the X 5TOP Interspinous Pr

| Yecompression Syvstem for the Treanment of
Menrogenic Intermittent Claundication

.r.l.l...'
T

I Y car Follow-1p Resulrs

g for Deoompressss
P Trealmanis

28 ptes
(06 espacador e 22 g controle)

Submetidos laminectomia

Patiani Al Domairs
ol i

Figure 4, A comparison of outcomes for NIC patients treated with
decompressive laminectomy and the X STOP

Table 3. Comparison of X STOP and Laminectomy ZCQO
Outcomes

Laminectomy

Symptom severity
Physical function
Patient satisfacti

16628 (57.1%)
18/23 (64.3%:)

* Fighor s gxact o




1 IO0E, Lippmcote Williams 82 Walkin

A Novel Technique of Intra-Spinous Process Injection
of PMMA to Augment the Strength of an Inter-Spinous

Process Device Such as the X STOP

Cary Idler, MD.* Jamas F. Zucherman, MD, Tt Scott Yerby, PhD,  Ken Y. Hsu, MD 1
Matthew Hannibal, MD,.t and Dimitriy Kondrashov, MD1

Teste Mecanico
Vértebras de Cadaver
Refinamento da técnica




Biomechanics of Nonfusion Implants

Russel C. Huang, MD*™™, Timothy M. Wright, PhD"<,
Manohar M. Panjabi. PhD, DTech", Joseph D. Lipman, MS"™*

ORTHOPEDIC
CLINICS

QF MORTH AMERICA

A transferéncia de carga da coluna

Anterior para as facetas s0 ocorre quando

a UEF é estabilizada em lordose

Orithop Clin M Am 36 (2005) 27




Biomechanics of posterior dynamic stabihizing device (DIAM)

after facetectomy and discectomy

Frank M. Phillips. MD", Leonard 1. Voronov, MD", loannis N. Gaitanis, MD",
Gerard Carandang, MS”, Robert M. Havey, BS™*, Avinash G. Patwardhan, PhD

Teste Mecanico
Vértebras de Cadaver

Concluséo: —
1.Dispositivo reduz ROM J

em flexao/extenséo ( 0,5)
2. N&o altera ROM

Rotacdo axial




Biomechanics of posterior dynamic stabilizing device (DIAM)
after facetectomy and discectomy
Frank M. Phillips. MD®, Leonard 1. Voronov, MD", loannis N. Gaitanis, MD",
Gerard Carandang, MS", Robert M. Havey, BS™*, Avinash G. Patwardhan, PhD™**
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New Interspinous Implant Evaluation Using an

Iz Vitro Biomechanical Study Combined With
a Finite-Element Analysis

Teste Mecénico
Vértebras de Cadaver
Concluséo:
1.Dispositivo reduz ROM

em flexao/extenséo ( 0,5)
2. N&o altera ROM

Rotacdo axial




Cmce=-Ycar Resulrs of X 5'1'CO Interspinous lmplant for
the Treatment of Lumbar Spinal Stenosis

PAanal Siddiqui, FECS.* Franciz YW. Smith, BD, | and Dounlas YWardlaw:, FRCS, Chha*®

Grau de
recomendacgio

40 pacientes
Prospectivo Observacional
Sem grupo controle
Apenas 60% cheg-aram ao final do estudo

02 Fratl.lraa de Prm: Eapinhnan
71% satisfacgdo
33% com recorréncia
dos sintomas em 12 meses




Is the X STOP(R) interspinous implant a safe and effective treatment
for neurogenic intermittent claudication?
Eichholz, Kurt M; Fessler, Richard G

181 Pacientes
Critério de Incluséo lombalgia ou radiculopatia
melhora com a flex&o do tronco

Critério de Excluséo Cir prévia Déficit Motor

et Ginkol Practon Neurology 2(1y22:23, January 2000 —




Is the X STOP(R) intetspinous implant a safe and effective treatment
for neurogenic intermittent claudication?
Eichholz, Kurt M; Fessler, Richard G

Grau de
recomendacio
1B

Sintomas  Fungiio

X STOP(R) 45.4% 44.3%
Grupo controle 7.4% -0.4%
FUP 2 anos (P<0.001).

Pesquisas com ’
animais
et e e —




Failure of the Wallis Interspinous Implant to Lower the Incidence of
Recurrent Lumbar Disc Herniations in Patients Undergoing Primary Disc
Excisi

36 ptes consecutivos
Inclus&o: Primeira Cir HDL preservagdo 50%
altura do espaco discal

Journal of Spinal Disorders & Techniques. 20(3):337-341, July 2007




Failure of the Wallis Interspinous Implant to Lower the Incidence of
Recurrent Lumbar Disc Herniations in Patients Undergoing Primary Disc

Excision
Grau de
ODI 43 para 12.7. recomendagio
VAS (lombalgia) 6.6 paral.4 20
Vas Dor na perna 8.2 para 1.5.
Recidiva (5/37, 13%)

Summary: The current Wallis implant is probably
incapable of reducing the incidence of recurrent

herniations, but it still may be useful in patients with
discogenic back pain due to early degenerative disc

disease

Pesquisas com ’
animais
Journal of Spinal Disorders & Techniques. 20(5):337-341, July 2007 —




Interspinous Process Devices in the Lumbar Spine
Journal of Spinal Disorders & Techniques. 20(3):255-261, May 2007. Bono,
Christopher M. MD * +; Vaccaro, Alexander R. MD

Grau de
recomendacgio
2C
Though some clinical data exist for
some of these devices, defining the
indications for these minimally
invasive procedures will be crucial.

Indications should emerge from
thoughtful consideration of data
from randomized controlled studies
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The Effccts of an Interspinous Implant on Intervertcbral
IDisc Pressurcs
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The Use of an Interspinous Implant in Conjunction

With a Graded Facetectomy Procedure

Teste Mecanico Grau de
Vértebras de Cadaver recomendacgio

Associagao Xtop com:

Facetectomia medial
Facetectomia total uni
Facetectomia bilateral

Concluséo:
N&o deve ser usado com
Facetectomia bilateral




Dynamic Interspinous Process Technology
Sean D. Christie, MD, FRCSC, John K. Song, MD, and Richard G. Fessler, MD, PhD

B Conclusion

Becawse of the anatomic considerations of the 51 SIS
process, these implants are not favorable, nor corrently
recommended, for uwse at L5=51. However, there 15 on-
going research aimed at modihcations to overcome these
challenges. The concepr of dynamic stabilization, com
pared to fusion, 1= a parocularly attractive one, especially
tor vounger patients who would bear a greater burden on
adjacent sepments duning their prolonged follow-up. In
addirion, its use docs NoL restrict or climinate any poen-
tial future [|'|-.-r.'|;'-|-||r:-. Dpnons that are .I|I'I'l.'|1[|§. |":'|I1:.'_

Wi, such as arthroplasty. Despite some vanation
in their proposed indiwcations, mterspinous implants
share the mechanism of limiting extension of the lumbar

e and, ag a result, apeear o mmprove Cimeal svimp

jacent to fused segments.” Although the use of interspi-
nous implants is stll experimental, the early results are
promising, and it is likely that furure studies will estab-
lish a niche for them in the management of lumbar spinal
pathology.

BIgR & [ 1] it 18 h kY F: (1] [ ] 1T 1/ - a1 [’ — -
promising, and i ely that future . SPINE Volume 30, Number 165, pp 573-578
lish a mche bor them in the management of lumbar spinal £2005, Lippincon Williams & Wilkins, Inc.

pathology,
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no minimo, uma revisdo sistemitica de boa qualidade

SEsite  Espacador interespinhoso tem  BEESH
fraca evidéncia cientifica até o
momento para sua utilizagao
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estudos nbmmﬁs bem delineados

EVID MNCIA tino V
opiniio de especialistas




Porém pode ser factivel sua
utiizacao para estenose do canal

lombar que melhora com a flexao
do tronco isolado ou associado a
descompressao (FMU)

opiniio de e&péda]iﬁms




Lumbar Facet Joint Osteoarthritis: A Review

Leomid Kalichman, BIPPT, PhD, and David |. Hunter, MBBS, PhDD

Obpectives: |he facet joints (F]) can be a potennally important source of symptoms because ot the
|||_;_'_|| level of mobility and load forces, 2 bl ally in the lumbar area. We reviewed the anaromy,
bromechanics, and possible sources ot pain of the F|, natural history, and nsk factors of lumbar F|
R s K |||I|||||'I :|'I'-! I”lll'H'.' FEW e || 1|:| It Il"l it 1 |:',|l|!'_ |||-":I|' '||"'\-.

Methods: TT'ubMed and MEDLINE darabases ( 1950. 20006) were searched tor the keyv words “facer
[LEI AR ."'.:',I|" -|‘-||'-.-...|| [ekiits, ||-.-|._|||Jr||r|r|-._ |-|'.'. |-||| |'-II| .|I:|l| -.|'-| 'IIII'.]l'Illilllll'- II.”
relevant articles i | II:__'II'-II were reviewed, Pertinent secondary references were also retrieved
Nesdts: | he P |||..'. 1 imporeant role 1n load transmussion; they |-|---.|-|- A ot rior load-bearing
|I| Ill: L5 'I.|III|I.-'II|:_' |||. frverficsn seernicnt i ||| E ] ) .|r||| Rl IhSchn II|.|| I]'\-ll FesStTEId I|I|:_I A0 II FerNCLE il
| b -.||'-*~|||- of the F|, subchondral bone, and svnovium are richly innervared and can be a
potential source of the low back pain, Diegenerarive changes in the F] comprise carnlage degrada
con that leads to the tormaton of focal and then dittuse erosions with joint YRR II.II:I-"-'-.-JII._:'. an
sclerosis of the subchondral bone. Because the most prominent changes occur in bone, the best
||:|.'I|au-|| (] | ."-..||||.|r|.-|:| |-|‘ I||-.' | | 15 -.=-|:|||~||I-.'|1 I;--1|||-_l_'_|.||l||'|. i'-:.--.i.. FACTOrS TO] !|||'|||'-.|| || S TeO I|'|| ({H k3
include advanced age, relatively more sagiteal orientation of the FJ, and a background of interver
tebral disk degeneranon.
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[NSC'O08 A utilizacio da MBE nas decisées clinicas tem uma
associagio positiva forte

» Com a pressido exercida no mercado para otimizagio da
utilizagdo dos recursos disponiveis
» Na escolha de métodos de incentivo e compensagio
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