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[ Abstract] Objective: To investigate the current situation of studies on off-label use in China. Methods: PubMed, CNKI, SinoMed
and WanFang Data were searched through to April 2014 for observational studies on off-label use. Study characteristics and outcomes were
extracted and analyzed. Results: In total, 39 studies were included. China began to publish studies on off-label use since 2008, and the first
English paper was reported in 2011. The authors involving in 33 institutions were mainly from Beijing, Sichuan and Guangdong provinces.
The totally frequency of citation added up to 97 while download times were 4 679. The proportion of studies published by pharmacists
reached 79.49%. As for the main contents, 36 reports (92.31%) belonged to single-center studies, and 34 (87.18%) reports focused on
prescriptions or doctor's advice. Furthermore, there are 14 papers (35.90%) posted pediatric drugs, and 37 papers (94.87%) referred drug
directions approved by CFDA as eligibility criteria to determine whether it was off-label use or not. Conclusion: Though studies on off-
label use have been developing rapidly in China, there are still tremendous limitations in such aspects as researchers, types of studies, study
focus and drug classes, as well as standard eligibility criteria for off-label use.

[ Keywords ] off-label use; current situation; bibliometric analysis

FKEDARGAIMPI 2T 1992 R4 X 250Ul &, SAEAE RSB 25 b 5 B R A S . AR

R R e R R e AT R SR e D P
S5 A& N UE L R FH2Y AR 4 2y e
ANTEZ S TR TREME R BT B FE 22 1

2y UL AR RAIE 2 i T PR R 2%

[ Y HEF] 2014-10-10
[EEWE ] SR (2013-02-031)

MAEs R 25 v, BV KAk 7 5 245 St T4 A
PRI DU A AE o 25 D B AN A TE A
LA B, (HR R RE 23 o B R RO 25 W) 22 P XU o
e FE X 24 fh 158 B A3 0 A 14 R AT 57 A A 45 =

[EEENT S, Lo, E0, W50 RIKZ%:, Tel: (010)82265740, E-mail:yizhanmiao@l163. com
[@ifEE 1 “#Amid, %, #d%, FATZ00, WA, T 252, Tel: (010)82265740, E-mail:zhaisuodi@l163. com

.49 .



%134 S
20154F1 A

I REPRIT Ak
Clinical Medication Journal

Vol.13,No.1
Jan,2015

L, P, MR ANE AT O, R A
Bl 02 AR A BRI B AR ST R BT AU . fR
b 2y 24

W [ P T B Xk 24 i B 45 S K 4 228
FAL,  H AT 2 AU A5 AL AT BB
S0, ERSCRIR B4 A DL RIS 9 75 9 JC i
Yo DU, AFESEEALE T F AT E 20 U] Ak
FERIRESEBAR,, WA a i — L BRI 2%

1 ERS

i1 5 HLK: % PubMed, CNKI, SinoMed, WanFang
Data, KR EFRINEEE 2014 4F 4 J, [F]0S I8
NSRS 25 S0k h SCR 2RI AL H5 B 5 b |
Frossb. RN, U4, 30K R I a5 off-
label, unlabeled use, out-of-label use, outside of
labeling use . 24 AZ4 iUl B 4370 L WSS IE
HEBR @ 253k . RELER . AR SCAE K kR
SCik, WE9E FAEEL i B R A IS

{ifi il Micro Office Excel il/E® BIHZELFE, DL 1%
SCHERPEAT FUSEE: , BT BTRHE IR I e R Ui W]

2 #R
2.1 TR 7 S 2

IR 385 s (R SCCHR 239 G L 9 ST SCHER
146 55 ), ik )e &gy A SCrik 39 & B, &rp
303455, B SR T (L)
22 XA KIEI
2.2.1 A5 2008 4L , FRAAKT AR B2 S BERH AN
FIAHRIIFE K 2. 2011 4ELUS, A s oSciiki i hn i 1
fi%, I HIRA SCHGRAIHESGE SR P 2008—
2013 25 il B AR AN FTE SCHR & Fka B L IR 2.

VI SRAF SR (n=385)

] ST 5 350 (=311 ‘

T3 132 A
TR 263

A
A I (n=a8) ‘

HeBR (n=10)

® HMZRIE (n=6)

®  RGLRE (n=2)

®  WFFUE ERBSCIR (n=1)

® WYL AUIEZ BT AMNT L (n=1)

) 152 SCHIR £ 2 25 SCRHR b
FEINICIR (n=1)

k.

] BN (=39 ‘

B 1 2 B B AN IS ) STk 2R i e S 2 2R

20
WS TCH D 9ESRICRL
15
ki
=~ 10
m
&
»Xos
O
0 | | |
2008 2009 2010 2011 2012 2013 2014
Gy /4

Bl 2 2008—2013 4F-24 fitvis BH 4132 SCiik & = a3

2.2.2 Ml T IRAE R A s K 7N 4 BT,
K SCEAR I 3 ALK Ay A bR (10 ) B
18,21—22,34,37,39,41]\ IZUII fé\ ( 9 % ) [ 4,8,11,14-15,26,29,35,40] R J—‘—
KA (65 ) ORI 3 W fifp % 2 (R ST o 6. 3¢
MR 58.14%.

2.2.3 BRI R SCER o A T 22 Bl SCHA IR 5
FRECSCHAT] . 5 RS SCERMIATIF, A 3 F
B TIPE SCT s BT i IR fe i ik 1.69 1
2.2.4 VEH AN MRS DLETRAE A BT 7 7 315
A 33 KB B RLA & 3R T 250k Ul B 4540
LB TY, HA 2500 & R 1830 79.49% (31
% ) [3—8,11—14,16—20,23—24,26-37,39—40]D 5 %%iiﬁkﬁg,ﬁzﬁqj ,
3 G BP0 SR A 2 R S5 S 240

2.2.5 GIMRCAT 8k 2 2014 425 7, 3t
17 %i@k [3-9,11-14,24,26,29,37,39-40] ﬁ@] Tgl}zﬁﬁﬁyk , ;E’x%[
HRK R 97 I, SAEYGI MK 23.47 IR/ 4. 4
RSO 20 1 IR PGSR, A FEK 4 679
W, BRI EMIIR 1 558.83 K / 4

2.3 SUWREF T WA AT

2310 SRR I A SCER Y, O BESY 36
% [3-16,18-20,23-41] ( 9231% ) , g ':F' ‘L‘»‘ E;I‘_ 94{ 3 % [17,21-22]
(7.69%) o KFHWICH, AbJr SR H A 5
*ﬁ 34 )/% [3-18,20,23-37,39-40] ( 87.18% ) , %ﬁlﬂ‘é’i%x Iﬁ]
A8 I 3 751 X LA R A 9 2 0 B (5.13% ),
R 2 R B, iR e g L R
(2.94%) .

232 MR 1A A BISCHER A, 21 F Sck BT
18,20,24,26,28-30,32-37,40] ( 5385%) Xd. rji@ﬁﬁiﬁﬁ?iﬁﬁ,
12 %jcrﬁk [3-4,6,8-9,13-15,28,33-34,40] @%%%TXHL%%}\/]{#EF'/{?
ﬁﬁ?ﬁ , 10 /};Fgﬂjcﬁk [15,19,21-23,30-31,38-39,41] ( 2564% ) %'_Xj.
FR (2 24WibAT4r 0T, 7 dR SCEk e 2Tl
(17.95% ) X AP BEIE AT A, 15 (2.56% )
SCHR A 2 b U B A RS 7 AR SRR/ IR A

.50 .



St , 55 2 AT ST A ORI A 5 404

[25]
o

PR /1 X SR W R BIF 5T
2.3.3 ZiWp2e ] AT 26 5 SCHk (66.67% ) P
15,19,21-23,27,29-31,33-34,37-41] %&E‘%%%%%U , /ﬂ\: EF‘ 14
T SCHR (35.90% ) %1% JLRLF 28 B0 1 13:15,28.33:34401.
4 5 SCHREE XU 2 222040 2 R Sk St 24
EEETJ‘%I'IJ [21-22]O

2.3.4 25 U T A5 AN L AR BE - 39 R SciEk R, bR
1 B SO B 2 45 A0 BV (2.56% ), H AR X 24
i e B 5 AN PSR BE AT U I o 37 4 Sk B
(194.87% ) FIHL 4 [ 52 £ il 24 o I B 38 R) ( CFDA )
ISR 2 U0 B AR S 24 10 BH A A0 1 A
IR R I D I Y 31 ] e N
2y PR (FDA ) HEvERE N IE . 38 FE E K 28
BIFAE M 2% (NCCN ) I R SE e . b 1 [ 5 4
Jr8E . IR 22500 . 7 4 245 400 2 SR A i B =
SCHRAEAE R b 78 KRR 3 o 1 R TR 25 i 3 S
1k Y (2.56% ) AL LA FDA $H v A4 38 137 1E A 340 e 3

3 itig

WS R BE, A 2008 48, 56T 24 51 i 5 ok
B SCEk A3, TR g e, (HH
I AH 2 B SEATI A AE AR [ R
30 ARMEERS H

PAZGII K R e S0, BERHZG 0 & 74 T % k%
b FERVE T, 7824 S idd B 43 A0 A 1 45 3R
BAR SR R4 TR KA 1. SB— i, il
BT B R T 2 U B S A A I S E AR R T
20T o 5 R 3 0E IS U 5 24 U VA3 5 S8, AR
NG R SR A B SE B85 A .
3.2 R KR KRR T

A A2 9F 7 4 Hp e X Ak T B3 15 W 11 37 5 A
58, WRFE 7 —; H 2R A —hD s ik,
We 5 15 BCE MG o R I T AR R At 1) A 24
UL BANTEEGY, WG IETESE PR . RER A
it BRI sT . [FIRT, 5Bt
2y bt BT R PN AR, @2 i % i KRS
5 R 23 I B AN BRI AR SR
33 HHEANVIILFASG

M IR TS AR Bl =, 18 5 i i
DILERAZMEE, HILE W 05 B fE e Bk i
PR, LR Shid A 43 20 F 5 s N T itk . R
117 [ o Jo X ) L2 24 08 B B A i B R G VEAN

J e v Jo ik TE A A B AR L X I 1 5 TR Sk R Sk 1
e JECEIE ST o (RIS HAl AR 2 20, iz R
R O A AR AR T2 B E St D, X SR
PN IT R PR E A, UL Ak
B, LA A e E5E 5 0 22—
3.4 HLIa A B 25 B LR A A0 TR B R AR AR B R S
H TR 2 LA o TR SE R, 28 T 1E
B B AETEEEE, I, CFDA #EfER 2 i it B
FHE 2 U B ANIE D A e e a B EAM
— BB T2 i B B AN A E IR L 2
% Clinical Pharmacology. DRUGDEX" System #/I
NCCN Drugs & Biologics Compendium f¢) A & ¥
o TEFRIE, Il PRAE B FIAH AR AE 25 27 SCHR A VL1
ROMET 25 BB, 5 PR 5E 38 24 i B B - S0
AR R A bR, JREEORE S R AT,
TE g5 KA B B A [R] N, Bk 1 R] AR AR AU

4 #ig

Hh ] 24 Ul B B AR 9T R R G, HLTE
PUNE S =X 7 NN 1 e I O B I R 2L 7 BB TR
FEAEJR BRI, v 5 5 R T 1 245 it 10 B 43 A 7
4 5 AR AR

OB 1 2 0 55 25 D AV 38 5 58 i, IR
oAby ] L A7 A LAt 1l 4 24 it i B 5 47
BT, T RMR 2525, It a s B ey )
TE A

[ &%k ]
[1] American Society of Hospital Pharmacists. ASHP statement on
the use of medications for unlabeled uses[J].Am J Health Syst
Pharm, 1992, 49(8): 2006-2008.

Sl X055, ARPT . 25 8 hR s SN TR IE PR A PR ik
BRGE (9], P ERIEE 2225, 2011, 11(12): 1464-1467
REREE , VEBE . LR 2 Uyl W] BT 25 R A 34 (0], P E 2y
Ji7 , 2008, 19(4): 315-316.

A URNZG iU W 2 AR T 25 4 5 0 i 0], AR
25134, 2009, 25(9): 1289-1291.

FUIBZR , 250, Pl . R BET T2 bR s 218 A 55087 [1].
R BE e 244443, 2010, 30(4):330-332.

EEE, X005 . AL aURAE S = EBLBHTTS B UL A 2 A
5530 (0], R BE B2 54301, 2011, 11(2): 184-186.
WAL, R AR LR s A 2 AN 2 A A AT 0]
R 225 541, 2011, 8(6): 113-114.

AR, A, W5 AF L ORI EE — BEBLRH 2

(2]

(3]

(4]

(3]

(6]

(7]

.51 .



%134 S
20154F1 A

I REPRIT Ak
Clinical Medication Journal

Vol.13,No.1
Jan,2015

Ab TR 2 S Ui 25 1 LA (1], P R IE R A= Ak
11(10): 1120-1124.

[9] b HLEE, TR0 . LRSS UL AT Z AL 0 T 2 A D). 2
YImATe 2, 2011, 20(7): 351-353.

[10] XRIA, Fif, sk R\ZE | FRAEBEASPE L 0IR Y7 b i e 24574
AW R BRI [T]. T e T 25T A 5 40T, 2011, 11(9):
857-859.

[11] SRR, 2403, WMk, &5 . DU K £ V0 55 — B B 2010 4
JURHE B 8 LA U6 ] 5 2451 BL A A [J]. o A IE B2 2 20
2012, 12(2): 161-167.

[12] HIFE, BRHE , F0F , 45 . SR s S Be 2 i R TR 2 20
P [J]. AP EERE 2y A | 2012, 32(23): 1909-1910.

[13] F/NBA, X4 5e , Bk #, 55 . s AR XN RIEBE LR
7 25 U A5 22 A 2 R AR A AT (D). LBR 22 2%, 2012,
18(4): 36-38.

[14] SRR, 22407, S, 55 . I 2B TG 5% R BE 2010 4
JUBH T2 BB LAB U6 5 FH 2545 Bl A 2 [3]. A G TE B 2 A%k
2012, 12(3): 267-273.

[15] #&k s, B, SR, 40 D)t DX 470 24 4 0 A 45 40
FZG53HT - — T LB B 1 Z O A Y (1], B I sl
ZPARAR 2012, 12(5): 536-541.

[16] &%, IhE , #b , 5 AR R 2 Dy U A5 2543 3],
P E BB ZG PR 5 40T, 2012, 12(12): 1100-1101.

[17] B, E50, STIRAE , 4 . (R i & JRBEBe 25 i AR I ik e
W9 (7). thE 2GR 24 2012, 47(12): 1010-1012.

[18] 1w , A=vinl , sKilse | 45 . B2l 1 2B IE NOF Jy 4 5
ST [J]. FFEE 2G4k, 2012, 21(12): 1431-1435.

[19] #EEFF, FHIHT, YA . R WAk R S A A S 7 i v v A 1
B BRI RS E M52 (0], ThRI 242, 2013, 11(9): 661-663.

[20] 18 . HEBE 2011-2012 4F 12 (B & UL B FH 255347 [3].
2§53 , 2013, 24(38): 3574-3577.

[21] ZRA, Bs N, 55 T ERT B RN S ETIHEAR

[ foff FH 7 ot B S REAE FH A0 [J]. AP E R 2440, 2013, 38(18):

3060-3067.

TR O, BRI, AF L B GRS R T AR R

M) (7 FLSE TS (U], AR 225k, 2013, 38(18): 3068-3075.

[23] TTIE2%, MORAE . 70 R 245 88 18 B A5 FH R 2 4007 (9], TP s
BEZha7 4R, 2013, 33(12): 1003-1004.

[24] B, T, 22U . FRECR UL AT 21 00 i 5 4 A PR
(7). 255, 2013, 24(14): 1318-1320.

2011,

[22]

[25] EBL, WIOkHE , TR . UL B IG5 PV O S TN 5K
[J]. 32 E281x , 2013, 17(8): 1056-1058.

[26] BAkTT , BIEF . 25 SR TENNANE BT 12 L Ty 3B (0], 259ty
JiEAE 24, 2013, 22(4): 182-186.

[27] xlaike , B2, PSR . bk ES M O B 2 U] A T 2
BRI [J]. MR A BT 25257 , 2013, 6(8): 31-32.

[28] fai , SSC, WTEnt A . AR . 112 LR 7 I 45 T 251
DU 53T [1]. AR B2 T | 2013, 29(18): 2757-2759.

[29] XL, ¥ 7h, B9, 45 L 11202 WU BT HZGA Dy SR
[I1. " E 2P, 2013, 10(3): 178-181.

[30] AN, A0, IRENL . FeBel 12 B R Iy U] 5 T2 1
BLAYHT [3]. R E 25, 2013, 22(20): 90-91.

[31] XUHE, PREK, BEF, 55 . DUk BB U0 1 3& N E 251
BB [J]. 4 H 252, 2013, 23(10): 667-671, 674.

[32] e . 6B 5 25 19 38 A 23 AT (D). S99 5 IR K L 2013,
16(8): 765-767.

[33] R, KR, BN LRHTTSAL D BB 43 250 4 5 4>
B [3]. LB 2 | 2014, 36(1): 133-135.

[34] WEE , EWRH . JOUEGGILEERCT 1128 LR UL A 251
BLIREE [J]. IR IRZ5HIRYT 283 , 2014, 12(2): 50-55.

[35] Pham s, KBkt , AE58 , &5 . FRBel 1S ULI] A3 251 B0 20H7 K
AL [J]. TP EZE , 2014, 23(3): 56-57.

[36] 1R& ), JHIZEL, SEmilE , 55 . BRI ST BL I B T2 i
AT [J]. P EEEZS S, 2014, 11(1): 100-104.

[37] Yi Z M, Zhai S D, Huang S, et al. Off-label prescriptions for adult
neurological patients: a pilot survey in China[J].Int J Clin Pharm,
2012, 34(1):81-87.

[38] Tu G W, Ju M J, Xu M, et al. Combination of caspofungin and
low-dose trimethoprim/sulfamethoxazole for the treatment of
severe Pneumocystis jirovecii pneumonia in renal transplant
recipients[J].Nephrology (Carlton), 2013, 18(11):736-742.

[39] Wang W, Zhu M, Guo D, et al. Off-label and off-NCCN
guidelines uses of antineoplastic drugs in China[J].Iran J Public
Health, 2013, 42(5):472-479.

[40] Zhang L, Li Y, Liu Y, et al. Pediatric off-label drug use in China:
risk factors and management strategies[J].J Evid Based Med,
2013, 6(1):4-18.

[41] Luo Y, Shi Y, Xing P, et al. Sorafenib in metastatic radioactive
iodine-refractory differentiated thyroid cancer: A pilot study[J].
Mol Clin Oncol, 2014, 2(1):87-92.

.52 .



