Stanovisko vyboru CSIM k podavani kortikosteroidi u mi§nich traumat

1. Vybor CSIM, vychazejice z recentnich idaji odborné literatury, nepovazuji p¥inos
rutinniho podani kortikosteroidi u pacienti v akutni fazi miSniho traumatu za prikazny.
Pouziti kortikosteroidii v této indikaci by mélo predchazet peclivé zvaZzeni poméru prinosu
a rizik v kontextu dané individualni situace.

2.Podani vysokych davek kortikosteroidii miize vést ke zvySenému vyskytu nezZadoucich
ucinkti: hyperglykémie, infekéni komplikace, krvaceni do gastrointestinalniho traktu.

Vychodiska stanoviska:

1. Lécba kortikoidy u nemocnych s akutnim miSnim traumatem byla doporucena na zakladé
vysledki studii The National Spinal Cord Injury (NASCIS II-III). V zadné studii nebyl prokazan
signifikantni pfiznivy efekt na neurologicky vysledek mezi sledovanymi skupinami.

2.Post-hoc analyza prokdzala mirné zlepSeni v motorickém ASIA (American Spine Injury
Association) skore u nemocnych s inkompletni miSni 1ézi a zahdjenim lé¢by do 8 hodin po urazu.

3. Kritika kvality dat, statistickych vysledki, interpretace a zavéry studii, absence prikazu
piiznivého efektu v dalSich studiich nepodporuje indikaci rutinniho podavani kortikosteroid u

nemocnych s akutnim mi$nim traumatem.

4. Podavani kortikosteroidl ve vysokych davkéch je spojeno s vyssim vyskytem nezadoucich
vedlejSich uc¢inktl. Rizika kortikosteroidni 1é€by pfevazuji na potenciondlnim piinosem terapie.

Piehled studii: viz tabulka



TABLE 9.1

Summary of Reports on Treatment with Methylprednisolone after Acute

Cervical Spinal Cord Injury*

Series Description of Study Evidence Conclusions
(Ref No) Class
Bracken et al. | Multicenter. double-blind randomized Im No treatment effect at 6 wk and 6 mo
1984 (11) trial comparing MP (2000 mg/d post-injury. No control group.

versus 100 mg/d for 11 d) in treatment
of 330 ASCI patients (NASCIS I
study).

(study design. data

presentation,

mterpretation and

analysis flaws)

Bracken et al. | 1-yr follow-up of NASCIS I study. I No significant difference in
1985 (15) Giady, desn -dita neurological recovery of motor or
presai ot sensory function 1-yr post-injury.
interpretation and
analysis flaws)
Bracken et al. | Multicenter. randomized. double- il Significant improvement in motor
1990 (14) blind, placebo-controlled trial Gy, Bk iy change scores (P =0.03), and
comparing MP with naloxone and prﬁ:;tah- 0'11@' sensation change scores (P =0.02) at
placebo in treatment of 487 ASCI interpretation  and | © MO post-injury for patients treated
patients (NASCIS TI study). analysis flaws) with MP within & h of injury.
Bracken et al. | 1-yr follow-up of NASCIS II study. I Significant improvemesnt in motor
1992 (13) Glady, desiins -dte changes scores 1 year post-injury for
peeraxiantiin : patients treated with MP within 8 h of
interpretation  and | ijury (P=0.03). Administration of

analysis flaws)

MP detrimental if given more than 8 h
after mjury.

Galandiuk et | Prospective assessment of 15 patients m No difference in neurological

al. 1993 (21) from 1990 to 1993 with retrospective outcome between two sets of patients.
review of 17 patients from 1987 to MP patients had immune response
1990 to assess differences in treatment alterations. higher rate of pnewmonia,
outcome with MP compared with and longer hospital stays than patients
treatment without corticosteroids. who did not recerve corticosteroids.

Gerhart et al. | Concurrent cohort comparison study I No differences in neurological

1995 (29) (population-based) of 363 ASCI (Inadequate outcome using Frankel classification

patients managed form 1990 to 1991
and 1993, 188 patients managed with
NASCIS II MP compared with 90
patients with no MP.

statistical power)

between MP and No-MP patients.
However, may be insufficient
numbers of patients to show
significant differences.

George et al. | Retrospective review of 145 ASCI m No difference in mortality or

1995 (28) patients, 80 treated with MP neurological outcome between groups
compared with 65 who did not receive despite younger age, less severe mnjury
MP. in MP-treated patients.

Gerndt et al. | Retrospective review with historical I MP-treated patients had significant

1997 (30) control of 231 ASCT patients, 91 increases in pneumonia (P = 0.02).
excluded. Comparison of medical acute pneumonia (P = 0.03),
complications among 93 MP patients ventilated days (P =0.04). and ICU
compared with 47 who received no stay (P =0.45). but no adverse effect
corticosteroid. on long-term outcome.

Poynton et al, | Case-control analysis of 71 I Multiple factors mfluence recovery

1997 (39)

consecutive ASCT admissions. 63
available for 13 mo to 57 mo follow-
up. 38 patients treated with MP
compared with 25 referred > 8 hr after
injury who received no MP.

after SCI. No effect of MP or surgery

o1 outcome.




Series Description of Study Evidence Conclusions
(Ref No) Class
Bracken et al. | Multicenter. randomized double-blind il 48 MP patients had improved motor
1997 (16) trial comparing MP administered for - recovery at 6 wk and at 6 mo
24 hr to MP administered 48 hr and I(;t:d;mg::gn e compared with 24 MP and 48 TM
TM 1 the treatment of 499 ASCI interpretation  and | £roups NS. When treatment initiated
patients (NASCIS IIT study). analysis flaws) between 3 h and 8 h after injury. 48
MP had significant mmprovement of
motor scores at 6 wk (P =0.04) and 6
mo (P=0.01), 48 MP was associated
with high rates of sepsis and
pneumonia. No control group.
Bracken et al. | 1-yr follow-up of NASCIS IIT study. mI Recovery rates equal in all 3 groups
1997 (17) Geady” deaan, e }x-‘lllen treatment initiated I\x'lit_l}.in 3hof
prcacaiation: ) mjury. When treatment initiated
interpretation  and | Petween 3 hand 8 h. 24 MP patients
analysis flaws) had diminished recovery, 48 MP
patients had increased motor recovery
(P = 0.053).
Pointillart et | Multicenter, prospective. randomized il No significant difference in
al. 2000 (38) clinical trial of 106 ASCI patients (st neurological outcome at 1-yr follow-

treated with MP. nimodipine. neither.
or both.

statistical power)

up between groups. Incomplete ASCI
had significant improvement below
level of injury compared to complete
patients (P < 0.0001). Higher
mcidence of infectious complications
among patients receiving
corticosteroids (NS).

Matsumoto et
al, 2001 (36)

Prospective randomized. double-blind
study comparing incidence of medical
complications among 46 ASCI
patients. 23 treated with MP, 23 with
placebo.

MP patients had higher incidence of
complications (56.5% versus 34.8%).
Respiratory complications (P = 0.009)
and gastrointestinal bleed (P =0.036)
were most significant between groups.
No data on neurclogical improvement.

*ASCL acute spimal cord mjury; NASCIS National Acute Spmnal Cord Injury Study: MP. methylprednisolone: ICU. ntensive
care unit; SCL spinal cord myury; TM tinlazad mesylate; NS, not sipnificant.




