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Analysis of off-label drug use in assisted reproductive medicine prescription
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[Abstract] Objective To analysis of the off-label drug use in assisted reproductive medicine prescription in the Repro-
ductive Hospital Affiliated Shandong University, and to evidence—based evaluate the drugs under investigation, to provide ref-
erences for clinical drug use. Methods A retrospective investigation method was adopted to extract 2500 prescriptions from
the hospital from January to December, 2020. Based on the drug instructions, conduct statistical analysis on the selected pre-
scriptions, consult the Food and Drug Administration (FDA), National Medical Products Administration (NMPA) drug instruc-
tions, relevant domestic and foreign guidelines, and medical literature databases to analyze and evaluate the evidence—based
evidence for their medication. Results The number of off—label drug use prescriptions for assisted reproductive technology in the
hospital accounted for 51.28%, and varieties accounted for 18. 18%; ultra—indication accounted for 58.79%, ultra—drug popu-
lation accounted for 22.01%, ultra—usage dosage accounted for 17.52%, ultra route of administration accounted for 1.67%,
and the top three were Estradiol Valerate Tablets, Dydrogesterone Tablets, and Progesterone Capsules. Conclusion Due to un-
met clinical needs, off-label drug use is common. In particular, assisted reproductive technology (ART) drug treatment medical
institutions need to further regulate management in accordance with the new "physician law", which has important practical signif-
icance for promoting rational drug use to ensure drug safety and avoid practicing risks.
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FEULH] B2 G e AE e . D4Rk, 4l B AR Al L
A (assisted reproductive technology, ART) il J# &
J  INAR R B e AR A S e A o — 2 W S A Bl L ) R
B, ART I35 55% LA L, B8 % 5 [ N e, Horp
YR BIG T R A T HEAE M . AW X
ot i 10 A= B 24 0 Ak Ty v e 3 B A5 24515 1 0 9 A,
PEUEBE A 05 AT 73 0T, e R 245 S (I 224004 .

1 ABSFHZE
1.1 #&#

B ML B B 2020 4F 1—12 A 1112 4b 7
2500 5K , ik B E AR MR I R B 2 44 PR
ks A a5 2R S 2 2R A SRR o AR
Ab T A TRGERE ST LS B R ARE B IR IR IZ T
2 A TR LA HUAS R 2R R 2R R 2R AR
P2 I 25 % 45 HEBR AR HE < BRI 24 5 FIORS P 24 i % T
75 .

1.2 FHik

DL 52 24 & W B4 BiUR) (National Medical Prod-
ucts Administration, NMPA ) s 5 b i 14 25 5 Ui BH 45
SR WAk T v B 1 B A5 FH 25 S I, AR S R
PLR LS O E N E ; @8 45 25 %42 s @ ik M

@A NTE . AN B BIGRE I B
T2 SR ] 24 it B LR B T i & Microme-
dex Bl 177 | B= 2% SCHRk K % PubMed | H [V HTIR T 7
Bl e 258 T 25 AR E L Evimed B BT ]
25405 E PF A 3R R 48, LL Micromedex £ E JE )
Thomson 7 FARERIHIIE R 3 R AHEFE B L
1.3 SitEHE

K H] Excel 2010 BAFHATE #5008 70 B, %o
Ui A 25 2 R T A B LA -

2 H#R
2.1 BHBABAZER

2500 K AL Ty e Je 21 i A 26 88 F, Horp 150 ]
B2 AT 1282 5K, 255 A s 16 Fin, #ie kb T 5k 5k 24
an i A R U6 B 25 R AR 4 5 R 51, 28% .
18.18%.

2.2 BB EBER

AE I A5 F 25 40 77 1282 3Kk v, B D0 B B 25 4L
1672 il U, H IS RURE) B b 43531 A 38 V7 HIE 58. 79%
B NFE22.01% A HE 17, 52% B4 251
121.67% , 1 357 24 i 43 50l 2 NG TR M — 12 i 24
iR e R, LR 1 .

F 1 HBhAEFE 25 A T bR UG AH 5 245 288 T i L [ 1R (%)

22T T N UE LR IR R B L2 NTE Eit
TR e — P 223(13.34) 0(0.00) 0(0.00) 223(13.34) 446(26.67)
b Je A i 0(0.00) 0(0.00) 221(13.22) 0(0.00) 221(13.22)
AT i 190(11.36) 0(0.00) 0(0.00) 0(0.00) 190(11.36)
YARPER TSI 176(10.53) 0(0.00) 0(0.00) 0(0.00) 176(10.53)
I I U D it P Vs 153(9.15) 0(0.00) 0(0.00) 0(0.00) 153(9.15)
W] =) DCAR N i A 55(3.29) 0(0.00) 0(0.00) 55(3.29) 110(6.58)
O RSt J 2 ) 42(2.51) 4(0.24) 0(0.00) 42(2.51) 88(5.26)
PRAZE 22 13 50 0(0.00) 0(0.00) 72(4.31) 0(0.00) 72(4.31)
PUHEARAE A 24(1.44) 24(1.44) 0(0.00) 24(1.44) 72(4.31)
ke iy 39(2.33) 0(0.00) 0(0.00) 0(0.00) 39(2.33)
BRIk Je o 18(1.08) 0(0.00) 0(0.00) 18(1.08) 36(2.15)
O P A 29(1.73) 0(0.00) 0(0.00) 0(0.00) 29(1.73)
XU 27(1.61) 0(0.00) 0(0.00) 0(0.00) 27(1.61)
GIMN S Sy 0(0.00) 0(0.00) 0(0.00) 6(0.36) 6(0.36)
T T 2 PR it MR ¥ 5(0.30) 0(0.00) 0(0.00) 0(0.00) 5(0.30)
Y F B 2(0.12) 0(0.00) 0(0.00) 0(0.00) 2(0.12)

ait 983(58.79) 28(1.67) 293(17.52) 368(22.01) 1672(100.00)
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B BE iR A o, B U B R 24510 kAR R 58. 76%
5% B U B A5 P 25 AR 7 L (51, 28% ) FH Y . B
e 10 B A5 25 8 R 15 35 IV HIE 58. 79% (B A AN
 22.01%. #8 H & FH & 17.52% . #8 45 25 & 18
1. 67% , Ho A R @ ol 5 ART 297 B AR K 5o i)
kA G,

3.1 BiENIERA%
3.1.1 THEEEEREY SRR XGRS

Z A — WG # A (in vitro fertilization and embryo
transfer, IVF-ET) & Y7 i i 5 2 10— 25259, %
[ 24 2R N B AR s 2 | LR 3 1 iE S IR G R AR o
PRSCHR . S & i 24 5 4 31 R (Food and Drug Ad-
ministration, FDA) & 1t #E S AR FH T WG AR A SR
IRIT s EBR 32 TS B MO 2 A 58 5 IR G 22 2 R AT )
CHR SN 32 K5 /51 M 2% 9 50K 1 S S 5 0 58 000 8 4
B8 AR AT T ART i B2 b B B AR SO HF . FE
Micromedex $UHfE 2 HA SR 90 T 477559
S W a, Uk 5 B oA B 2, 3 T LA kS e H T
RO F A 5 B S A o R D G R E i e b
St B JC , M 2 235 5 K 2R A e b e A R, —
T IE A 5 O U G RS AR I e A O . K
RO TUCE T B WA 2 e h AR e 2 s AR TR R
o (R R 5 2R AN LR (2015) )7 42
Koy — T B AL BEG 36 Be R 9] I DR R ¢ M F 92 4
TEVZRBA PSR ME T ME R | HE e b e 2
] T JUR i B A B NI, B A T S 2 i
A B, SO A e S 0 A . 5340, Liu 55T
SN R A FH A S 0 22 T 7 R s R v RS
A XU, LR e Ve JBE P IR 2 T S SR K A
TR BRI 00 TR M 00 i 9% M — Btk 38, St
IRANATT 5 MERER AR DC IR RO, 96 FH B SR A
il

A 5 AT 9% 245 B] w) DTMRE BH A5 H ik 7 I Sy A A
BRUR PUAE (BURE B I A A, HL 3 N A g
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WA EWME EVER S . 2019 4= CRRIM AT AR R B
PUBEIR L A AEIRITHE F ) M AR B 4 S Bl P2 R 2 o 42
O BHIUBE IR 255 1R 12 B 5 Ak 1 % G2 AL H O 45 1 B =)
VEHRRT I FIRIT - BB 2R 5 AR . #E Microme-
dex it e oA Rk 9 T a, #EXE 559 1 b,
R 58 R B 2, 36T DL BuRdE , 78 R 280N O T 1
T

77 5 L T 1 590 A iy w8 35 VIR A ART 22 4
BP 35 25 51 (polycystic ovarian syndrome, PCOS) 1
V5 HER 38 2ok R A LA E B 22 K7 38 A 1 Btk
% (gonadotropins, Gn) (14431 , e 2 B0 1Y A= K
KA. THEEESGRSIT IR BB AR S
K55 PR3 (2009) ) XS PCOS f8 2 Sk itk
T 3400 5 58 B TAERRSE A T 2018 4F & A i —
T5 G T2 i F T PCOS 1A 20 AN 22 ik BB AL X BR G 56:
MY ZE 2o AT A R il e 5 OK T3 Lo BAT T4 1 4
BRZEJE s R il A I B 4 DR I FH s8R W, R
KAETEEAN R RN, MR . 7E Micromedex
Bt e A B SE R 1 a 2S5 T b, uEdE
R R Oh B g, T LA LR 7E R 280 AL R R
fii .

XN M 25 — F XA - 1 28 s i o,
TN IEZ FH TR SR AR AL B PCOS . — HXUIE
3N A JE 20 2000 A 2 B R T o R D S 2
B SNA AL IR B PR E A (R R 12
JPE A IRk A M (2007) ) O0%E — B SUIRAE AR
7 e IR 5 2R IALAE B B R ARBTAY PCOS 2459 5 56 [ 1
PRk B A S HERE R S S B ] TR S R
BN 4 X F PCOS 2, —H WUIKAT g LA
T AR g/ AU L — TR L RIS ) Meta 43
FroPAl T = HOWUIRAE BEAT ART B9 PCOS B4 A &L
PE, G55 7R ZHOBUNURT 22 R AT O SR s B i 2 &
fiE (ovarian hyperstimulation syndrome, OHSS) 19 %
A XU, 7E Micromedex B0 P2 H A RUHESE R
Il a, #EAF KR U b, uEHE 5 B o B 4%, 3 T DL L E
i, FER ZHUE O T HEFT .

M R VB 2R R T 3R B 700 T T 2 TR B PR A
IO UEFH AR SN SZ K - A 7 SRR HE IR R Y . ik
TEH AR B F o A Bl B 2 o s W CRLR SCRE 5 22 b
Fe AR (2015) )7 Al Bh A= FE AR HEBE 25 Y697 B 4K
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HH(2015)) 2 AT HERE . 7E Micromedex £
A RSN a, S5 08 b, SR dE 5 3k
B4, 5T DL FAlbd 7 R Z B O T HE# ] .
3.1.2 WPRAEFEIMRIZGY  IEMERRISRER LY IR
P£ 2 (human menopausal gonadotropin, HMG) Fl14§
fiEPE 2 (human chorionic gonadotrophin, HCG) # 1%
IEE T 55 P > Tk e, HAE AL rl e 5 A
TR AE B2 T P G — A A — Pk R A R A G . FDA
CLHEHE HCG FH T A AR AR P B = VPR AR D g sl
iR J%iE (idiopathic hypogonadotrophic sexsual hypo-
function, IHH) i 55 £ 35, 78 Micromedex 54l 4 rh
HAMMEFEY RN 1 HEFER R L a, uEE R E R B
G, AT FH o CRE & M AR 1 B 08 2R M IR ) i DR
KEIZIA T RIS g 1 HMG 5 HCG BT AT T T
IHH B9FE A=K7, B AT HMG F 20 JokS e iE 4
AR PRt i R S B v AR TC AR YT T B R
R 10 BB A ) i, B £ 1

JER VIR i it i 5 RN AR R E AR e, T 24 IS
I T 327 FH TR R MR o v OB R i il o 55
PEARE I R % 231 (2018) )12 48 BRI
JOR i T 3 o 5T PR AR A ThBe RS R L ol
K (4 E R EE B AT il R H & 5 R
(2014) ) F5 i 4k A 2 E ] 38 R X T i e Ak
P AT B o T 1OVE T . 482E 3R ETE Micromedex
B A R SEH R Db, A SR L, i g 5ot J3E
R B 2, T JR A Jer it 1) 78 156 BH 5 FHY: R #E Microme-
dex Bl il s, 28 TR UE IR 2O 3K, I R 2E
Fisk 7 AS A A1) B8 I b B AN HEREA
3.2 BRZAERY

W R B ] W 25 ) e 2R R HMG
T . b 2200 T ART A9 B SRR 850 i H
R 20 mg . bid"' o 6B 5 AR AT AR AT X I H
SEE R KOE BN 22 A ) S8 38 0 A5 B et ] R
KF—MART & . HMG HF Gn 70 AS 2 Fr 80N
ZEGE ) 2 AT AR R AN 220 R0 A I R KT A
MR TR OCIR R i, R 2 300 547 0 i T HMG
A BB 32 OHSS, PCOS H % 5t Ho LA 5w
(9 R E 12 BE AR A A2 25 A o 7 v 38 7 A
IR A & R B0, JE T HMG 9590 5 DL TRl OHSS #Y
KA MR A2 R HMG 3 50 AE 2 B I PR I FH 3%

R, G RHECE AEPR RN, 87
TR B 2l SCRE e
3.3 BHRHNEERAYG

25 2 iR A 24 32 SR 45 M — B 22 B R A
BRIR VMO ARAE o P25 Ui 5 25 2 H T BB 4
HLUREBAL B EFE MM . Feng 55> #FFEIA
SRR T O SR R YA MG B R A A i Ak B
TH 2y 245 M — b e R L O R A R, (HLBAE Bkl R
W v i = IR R 2= R R, BB 45 2 2 S A LA
i — 2R
3.4 BABAERG

W KRN 45 25 BB 250 G R e — 1 B ]
VEARIA Y e ME b A R Y IR AR B R TR
Jers R ZEHVIRBR R AR, BB S R i R A A
FHBAE IR AN BT ™ o 7 3 U0 £ B 1 S5 0 1) 24 P
FARO ME TR X G, IR M 28 AR
e Sy I T2 R E TS O R i 2 ] e hfE T A
Jet A2 T 1) 52 TR A R DY SR AR R 5 A HUIR R 22 B
AL GEIRI 25802 4 5 IR JE AR 2 C D 9 (A iR 5 1)
FH25) BT EIVCAR R C 9, AR IR IATR AR A o I PR 3K
S HH AR RIS | 4 35 i T XU s ERH
3.5 WHRHBRME

ABEFE LAIZBE 2020 4F [ 124 J7 R I A %k 42,
A g A PR, H AR A B B 2515 L, 45 SR AU
WLIZBE 2020 4R T 112 3 1B 5 2515 00, A fig
R E T HLRS B R BB 1 2GS O . Bb Ak, A
FEARGN AR 16 A5 FH 245 8RR O IXURS: R 36 i 94, DA 1
B 5 i — 2RISR
3.6 BUAPAREZENEREEIREK

B A N R R [ B 0k ) 1 ORI R 1297
6 i AIE UE BS 2= R 48 T By B T 255 AR O
P BT ART (I RIS Y7 i K 30 45 FH 2518 Bl
BR3P o ELAT AT RE A UE R 22 G 3 SR
UL FH 2GR4T 1 ™8 1) £ S 38 PR AN 1
VLI AT 253047 T 900, (A7 76 A 3 245 40 1) A 15
5 FH 25 UE 3l 5 A R A B RV O, 4 5 2
— Pt . R R 24 A RO R 55 N LR
b JRURSE , 3 DA L 1 DR B= B 52 B HH 24 1%
5, ) R 24 o 0 B A5 P 24 A R B R T 2
N AE TCA B AR T T BRI IE LT, T LR
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