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[Abstract ]  Objective To analyze the adverse drug reactions ( ADR) of thalidomide in the treatment
of inflammatory bowel disease. Methods All ADR in patients with inflammatory bowel disease were collected
after thalidomide treatment during follow-up. The type, severity, time of incidence and the neurotoxicity-dosage
relationship were investigated. Results One hundred and two patients were treated with thalidomide. The
mean duration of thalidomide treatment was 18 (8-36) months. The mean actual drug dose was 50 (25-125)
mg per day. The cumulative dose of thalidomide was 27 (6-54) g in patients with Crohn’s disease, and 18
(12-36) g in those with ulcerative colitis. In total, 79 of 102 cases presented with ADR. The most common
ADR were somnolence 52.94% (54/102), limb numbness 36.27% (37/102) and constipation 30.39%
(31/102). In total, 60.75% (48/79) of patients had mild ADR and 16.45% (13/79) discontinued the
use of medication due to the incidence of ADR. The maximal dosage of thalidomide did not significantly differ
between patients with and without neuropathy (P >0.05) , whereas it was correlated with the cumulative dose
(P<0.05). Conclusions The incidence of ADR of thalidomide in treating inflammatory bowel disease is
high. A majority of ADR are mild and can be restored after terminating the use of thalidomide. Thalidomide ad-
ministration is a safe therapy of inflammatory bowel disease under close monitoring.

[ Key words) Thalidomide ; Inflammatory bowel disease; Adverse drug reaction

DRI BE NG R 2 AR o-BRIEIRBERR , JE—  FEANSERI T B . XGRPO LA SREE 136
M PR AR AT A Y, Ehas S0 AU AR PSS BEORIE R, UM LR DA AR AR A
FARAR AR 2 W TRIR M ALYR, J5 i BUaES  RSse R T 12 T TR 0 S 8 AH S
JUBHE SRR T . (BRUMERERIGBIVET UM EE R b AT AR W) 4 G 8 9 3 2 2 3 e 440 1)
AR TN, BRTAMESRGEEAEEER, F TNF-a. NF-xB ZIE(EM. BN A BE50R H

DOI: 10.3969/j. issn. 0253-9802. 2016. 11. 011

FEAWH oL REIG R EE Y 5010 111958 (2104008)
YEZE AL : 510000 J7H, A LR 2B e 25 7S B2 B vH AL R
WIEE, Z/4L, E-mail; Merryzhi@ 163. com



776

2016 4E 11 HEE 47 BH 11 H

ITFXMEATE L RN HATT, /s HAE TS T RAZERy
MEIR PR O 2 R R A 5 T A — e TP AL (BAETR
Jridie, JLH 2y At K25 W) A ROV (ADR)
MR RIS . AT BT RAEVE N 3 ]
URIBEREIIAISE ADR, Al R % 4 T 254 (145

POE S P B7

— . WIS

2012 411 H 2 2015 42 H AL R4 R4S
ANEE B RAEYE IR TR OIS . BUEERE S 4 £ VD A
JEE NG A AEPE s f8 102 i, ATERRIE: A4S
TRER . ME . B B, BT ARSEHS
RRIEEM I o B8 IR VD ) BE R ) A 25
mg/d ZBHIE A 150 meg/d,  H ARV FIEE iz i [1]
=11,

= W

WA B E MR T, TR, BREHARE
O, SRV RIEE R . SRR, BT TR
Ko i Rl A 7 2l sk R 25 R b i R AR
ADR, ¥fh ADR B2, FREE . R AR St 4 2)
W SRR CR . 29 RV E A 25 1]
IR 2R R R, AR A O
AT S i A g s bn 58, JFERIMHZS RIS A 1Y

Bk PR . B BT
R SRR, TR,
ENE e
BEF SPSS 18.0 SEi AT AMHT. 1F 2540
FHRVOREL & =5 FOR, AEIE A S TR VEORH
fik (M) #o5, WERARAKR, P <0.05
WA G L

# R

— 102 {1 R REVE W o — R

102 i 5 76 Bil . 4 26 fl; 98 il k7%
B (66 il R m s in R, 18 i k/Nz B, 14 filh
ghlpi) B, S BIABE A R (UC) Bk
(BIAL2E5 ), RWAFER N (34.59 £12.72)
%, YA R ey #2018 (8 ~36) A~ H, 12
Bl R B TE TR S, BEAE At S e sl 391
2 70.59% (72/102), ¥ G97 R 71.57%
(73/102), W1,

YDA BE e H BRFf) 100 ~ 150 mg/d, SEPR 2
FlHE 50 (25 ~125) mg/d, V0 A e R ARG 5
PRUEEE 2T (6 ~54) g, M UC Ei& N 18
(12 ~36) g. 102 f & h A 79 5] 3 38 ADR,
KRN TT. A5% , Hrf13 fil 35 ] ADR fiif52Y

NEIR YT,

%1 102 {51 9 iE 1 P o R 1 245 4 o VAV 5 4]

] 7R LA I Y e PSS N HIR Tl e B R
% B 98 62 7 2 1 69
uC 4 0 0 0 2 4

=, 102 B SAEME I B ADR E L

REHEE BN KRG, B R R
N, DrJETT 3 AL ADR RN FEHE 52. 94% (547
102) . F & B K 36.27% (37/102) Fl {f Fib
30.39% (31/102), HAWKK AR5 (21 4]) . i
IR (18 ) . Wik (13 451]) . RZ= (9 f) .
KM (9B . BBl (8 ) o ULAMDRIEE RIG YT
A IR AT SE ADR AT IASTE AR . 1 2 L 2D
BT RS

= 102 BIRFEMERHE B ADR FEJE

102 5] # 35 v 60.75% (48/79) Mi%pE, W]
Mifs%, A X 25 790 i M J7 FE v S R
22.78% (18/79), AFGMEAL6 ], F-/EIRRA 4 ]
WERE 3 7. 1012 R IR 2 B BRah 2 i 2R L
fil; FERL & 16.45% (13/79), WHEF RA S
il fHEL 4 B, R 1B FFIReRE 1 B, IR

kg 1, 023 TFRE L], AT 3 R B e
1525, BT ADR (1) 13 fil 535 0 va D TR &
%, 15245 HHC ADR 193] — 2 F B 27

Pa. 102 Fl 4 REVE A 85 ADR H L[]

K&/ ADR H BU7E i FH V0 ) 52 i I 1 2F
N, RARALEET 3 119 ADR &AL E] 435 K
BEREO.3 (0.2 ~0.4) NH. FRBEAS5 (3.5
~8.0) NH . fHRLO0.5 (0.3~1.0) 1H.

. 102 5] 58 5 PE i KB bl 48 g 1k Y 7 -
BN G 7R

15 102 il REVE I £ 5 Hh 2 37 43k L 5
SRR, FEo PR AR RIRAGE AT, 5 I S VR B
ISR, BE T R RRARSESNE A
RV TP FIEE R 30 (18 ~54) g, BT
JEIRR AN BN 5 oA H AR AR IR VD) 3 B de R
FlE P25 [75 (50 ~125) ws. 50 (25 ~



BT 2016 4F 11 A5 47 55 11 )

777

100) g/d, P >0.05], ffi 5 = BUR AR [30
(18 ~54) vs. 15 (6~30) g, P<0.05],

i

TR BE R 20 fibad 50 AEAURRYIE i g —Fh
iy Ak, Rl PR AT A, B
o-BRIGWRBERR . BEJe, PROLBORAE b 2 2 1 25
PR R . RS B2 K& 5K Sheskin (1965
AF) AR IR) A BV R BE Xk PR R AE 4L B
(ENL) A RUEFS7ak, 1998 45, FDA L Evh A i
AT EN #1697, B RIPTSE B th TS A A=
S ABETAER, RUH TR B E I . XGR
SRS o WIRRI R B, VR B A IR
JPMETA P SN P e A AR R AR
MIBIOFFE S, RN F ARG T RAEVE
T i BE AN RO

AT BE RIS I RAEVE s 83, J
HORFR T METG PE 7 2 e, AR V)L g iy o
L Z R RBNEHIRTT, I8 TR S,
D25y AN RE RS AN RS2 IO 17 T ity e FH 0 ) o
R, S SeAE v b A B A7 ST P 1 A S B
T EEAE PSR VE R AU L 5 oA e R
G4, WEZERT . SLE bR AR EL, VORI
FGEAEJERENE g oy v 18 1o FH AL A5 0, ot FH I [ 2
V] A DL AR o R S8 P L U JE i 1 BRI
PeAR R R AR N AL, (HAEFRAT 102 f) 8%
B LB, 2R S IR AR B I A O
Lazzerini %7 %t 9 i P i 9 (0 BF 9 o 05 5 L 1)
ADR AR Rz ¢, mFATORFEHoA S 2 i, I
O WA RSB A B (AL . oMb LA R
FRER TSI NESN R - N AN = 1 e
SN o ABRIOLE AT S A2 ADR AKKh
WENE . TRBRA . ERE. BeR . CICTIIRRE, S
BT FEIEA RS

AWFTEHBIRIK 77.45% (79/102) HYEH
WLV R EE R AE G ADR, (HZ 45, S3UF2
() ADR QL6 T RRAC . (L. Bk . ITFENRES |
URERIKIAR, eI NI, (S29 )RR, . 1EE
WANHABBTFEARIE H, SPE I 5 h T EU R BE e
(2 EEEN, HZ O WL B e i AN RSO
EPATIER R . AT N ANE M2 R AF2519 1 i
BE, AFH AT REMRAAEPRR RS, X5
MR FELRAR L FATIFTEAN R, A AV BE e
SBGH AT 5 BN E A 2 R A S it ]

DL, R 2 4 n] BESR R TR BE R R 7 i &
WHRR, 1R R AT IBD ARG,
FEl#h 2 2 BR FP AL 1) 5.5 N H, SIS
A5,

LR L, VA BEEAE RAEVE R 6 i A e
ADR J i, (RSB, H ADR fE4#2y
Ja AL, AR DI a2

& % X W

[1] Plamondon S, Ng SC, Kamm MA. Thalidomide in luminal and
fistulizing Crohn’s disease resisint to standard therapies. Aliment
Pharmacol Ther, 2007, 25 (5): 557-567.

[2] Lazzerini M, Martelossi S, Magazzii G, Pellegrino S, Lucanto
MC, Barabino A, Calvi A, Arrigo S, Lionetti P, Lorusso M,
Mangiantini F, Fontana M, Zuin G, Palla G, Maggiore G,
Bramuzzo M, Pellegrin MC, Maschio M, Villanacci V, Manenti
S, Decorti G, De Iudicibus S, Paparazzo R, Montico M, Ventura
A. Effect of thalidomide on clinical remission in children and ado-
lescents with refractory Crohn disease: a randomized clinical trial.
JAMA, 2013, 310 (20): 2164-2173.

[3] Felipez LM, Gokhale R. Tierney MP, Kirschner B. Thalidomide
use and outcomes in pediatric patients with Crohn disease refracto-
ry to infliximab and adalimumab. ] Pediatr Gastroenterol Nutr,
2012, 54 (1). 28-33.

[4] Sabate JM, Villarejo J, Lemann M, Bonnet J, Allez M, Modigli-
ani R. An open-label study of thalidomide of thalidomide for main-
tenance therapy in responders to infliximab in chronically active
and fistulizing refractory Crohn’s disease. Aliment Pharmacol T-
her, 2002, 16 (6): 117-1124.

[5] Priolo T, Lamba LD, Girbaldi G, De Negri E, Grosso P, De
Grandis E, Veneselli E, Buoncompagni A, Viola S, Alpigiani
MG, Gandullia P, Calevo MG. Childhood thalidomide neuropa-
thy: a clinical and neurophysiologic study. Pediatr Neurol, 2008 ,
38 (3): 196-199.

(6] B¥, 9578, B4, MRIRIC. YRR & Rl H M EG T
FRARSE B 83 A W LR S I O SR . BT RS, 2009, 40
(1): 24-26.

[7] Lazzerini M, Martelossi S, Marchetti F, Scabar A, Bradaschia F,
Ronfani L, Ventura A. Efficacy and safety of thalidomide in chil-
dren and young adults with intractable inflammatory bowel disease
long-term results. Aliment Pharmacol Ther, 2007, 25 (4):
419427.

[8] Zheng CF , Xu JH, Huang Y, Leung YK. Treatment of pediatric
refractory Crohn’s disease with thalidomide. World J Gastroenterol ,
2011, 17 (10): 1286-1291.

[9] Deng X, Zhang J, Huang F, Huang F. Thalidomide reduces re-
currence of ankylosing spondylitis in patients following discontinua-
tion of etanercept. Rheumatol Int, 2013, 33 (6). 1409-1413.

Uik A 9T 2016-09-06)
(A% A7iLH)



	16年新医学第11期内文.pdf

