%#isaadk . Drug Evaluation Research #539% 523 201644 A + 161

[ & # ]
mIAT R E FEHIMIERFARZITESIFNES

ol WEERYT, A s 2gE’

1 REEREZRS 90 ERE, R 300193

2. REHEZ RS WEER RSN, KE 300380
3. Rt K% —MEEB: ik, Rid: 300380

O RRMRIRIER R R W ERFE R T 5 B IR AR W, R dmy T miiAwime —. 2%
H AN ST RPN R R BARIR SR T BUREE . B AR R AR L, S5 AN SR = 2 4 iR
RIT SR AN, MENET E T E R e S Ul TSRS TUS LS i o, T T
BT RS GRS B SN I B A, DU 18T W 0 R 2GR L i e 5% .

KR e TERM: T R ROk S

hESZES: R282.710.5 MERFRERD: A XERS: 1674-6376 (2016) 02-0161-05

DOI: 10.7501/j.issn.1674-6376.2016.02.001

Clinical research design and evaluation highlight of Chinese materia medica for
the treatment of abnormal uterine bleeding
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Abstract: Excellent design is crucial for clinical research. Abnormal uterine bleeding (AUB) is one of the most difficult problems in
the department of gynecology and one of the diseases benefit most from traditional Chinese medicine (TCM) treatment. This paper
gives a brief introduction on the definition, category, epidemiology, prognosis, and general situation of the latest drug treatment, based
on the latest treatment and evaluation guidelines, technical guidance, professional authority work as well as the latest academic progress
literature. In addition, combined with many years’ experience of clinical trial design and practice, it illustrates some key considerations on the
designs of TCM drugs intended for the treatment of AUB. It hopes to offer helps for research design team in this genera.

Key words: abnormal uterine bleeding; Chinese materia medica; clinical trial; design and evaluation

S 5 H Il Cabnormal uterine bleeding,
AUB) 248 51EH & RIS k. 20
KE. WA 1 AR I E 75
St [® R PR (FIGO) # & WAk
UEURIA 2 AUB SR 7 P RE 9 AR, 4icgeih:
PR S g “PALM-COEIN”, “PALM” {5174E
SERPENCE . PR RS EORR (B0 205 B

gt BHER: 2015-12-22

ST, i “COEIN” 5 A i
AAFEN fetd, BT e mERAR M AUB, X
RO T ek A P = i (dysfunctional uterine
bleeding, DUB, faj#xIhifil, 2014 4 FIGO f&#H
CEFIEAE), W5 A LApa DUB FiHEoN 4
DUB P KK, 1l 70%~80%, % W TH#H
ey, SEORAETAETY: FE N 20%~

EEEN: B W, W LU, TR P 2 2 IRIR P . Tel: 15022076317 E-mail: ynyoovip@163.com
BIEEE IRV, B, BAEEI, LA, BTS2 ARG R TEN AT, Tel: 022-27986262  E-mail:

husiyuan1963@sina.com


http://www.baidu.com/link?url=s_3Xqn8RhOuI1MwTmiytxp4BWO2IuG718Ih79SfUEGKXIML5z4O4AA3Dudq3rkQP3kVoVMxQznbmvPobeUwFL5mE6V4sxRbjhAaboNPPULRMEI9uuLLGH8YLUh4fvORs

¢ 162 %¥igdat %, Drug Evaluation Research 35393 28] 20164E4 B

30%, £ W TEBELP. Hir, JSHM DUB %
AJET FIGO 43 B (4B G 8 AUB (AUB-O),
HEGR A D )35 S AUB-O 1§~ 2 P JI o 3 S 724
AUB (AUB-E) P!, AUB-O G/ & HEGE . TofESN
MERNGEAL, ERICHAMEN HE, SR,
SRS, AR AR i, A5
O ML RN BE FE I AUB-E 2 RAEGEAT #U HAT
HEBR I R, 2RI H& 2. Gim i i
(IMB) BR&HAZEK:

AUB [A3677 J5U 2 i 39 1F ifn 20 1F 3% i, 1
WEJE R, TSk, AR R AT e HE o
BT WL YR . PR, R
KPR ZG (NSAIDs) 25 I3 W 254
CLFRZBE YT TRk R 255 AR HE O
290 Bk IF ER B s P WSt iR, X AUB-E
M, B2l s R R4 (INS-IUD) 98>
HA&BNANE T1%~95%, 827 ARGk 224
(COC) MIHMHR 35%~69%, A MAMEN
87%, WEINLIR 26%~54%, NSAIDs A 10%~52%!°;
AUB-O 697 IVEBER A £, COC ELH 2l
B ALl SR R b I ) B 0

A JE T H & mus, HIGKREIE
TR E 2Vt N £ 22 =5 N S R85 S vk Lz
“Hant 27, “H&d A" SiEdsel. FE2n
T A A AR BRI g 4 e 2 3 A I
IRWFFCSE IS, ANSCAE S 2 [ SN RTE 7 FIVTE
Wi BRI SEN. LA BUREE . iR
HEREAREAL b, 855 AN 5 AR DR 2 47 IR IR
R B HRWEAR, B4 THhaRTRE rER
MR IR AR B SV i e B,
CAWIA T4 iz 2 v 2 I R PR KT
1 WHREKRE

HAT, 251G IR PR DU IR 45 S i 0 3,
BT AR WA IR B R T E L CHERUD
R Zy 2 ik fete bt AUB, UG 7B 28 s 2z i)
AUB-E #1/8 AUB-O & H F51& NAE o G RAFFT H b5
DIKEIER A% (AR e, SRR,
2D NE, FBAEAT LM IE AUB & k%
RAFSN (BRI B B0 FHEOND IIER .

2 BRIt

BEALNT RIS (RCT) A5 [ B A A IR RS
RO S britE. 181 AUB — BT S Aub 3,
2R CRFPFAT R Wi O B, %

AR 2R, AT SR P 256 B Es B 24
LRGP IR =R B v B AT TN H 283
(IRPRIR, AT DR AS SR e H >,

3 BHIRZHEEE

AUB-E 5, AUB-O 2 Wi hHibr iz . %
N RN IR TRE RPN 12D BN VAR w1
P LA A A (&R, HE
2. @k, AREAZ, fiihin, A%
Fik, AZidA, W), 4555 Bt DLk
BROEOR. T Eds R (FIGO 23 B Py A
L. M. C PLAEZr Ev ND. A5 Bl AH IS5 LA
MEEJETE AUB (PE#EZY). BN B &SR
(1), B . R 4B AT B AT a4k e Cifi
/R B-HCG) A 4n M vh 25 ki g Jr i F] s (9]
A GERRAR RAARIRG . i B . T e A
K (>45 2%, HBRTE AR B B A A

T A W G HE O I T B R A A U I e
(BBT). sk (5T FIRHZH 5~9 d) 14
BT (P W o RIS, B S ot 3 2
ez (LHD. BRyEZERGER (FSHD. L3 (PRL).
ME R (B S (T). {EHRIRIEZE (TSH)
K, FEYT T A TCHE R IR, HEBR 22 3 O SL2R
HAE (PCOS)o w0 I mT KR 4k 25 P 10kl i S 3
HUHART T A, 1549 N AUB-E 5 AUB-O f{1 54 .

B UE % (1) 2 BRI W i) 18 (P B iR IE
BT RARE) . (R ERARRE) . (2T 2 R
Gt FEIY . CPEEORNE WK LT fRE ) 250,
e F BT 6 ELAAIR UE () P BE A o L
4 RERIE

TR0 UL RR DY, 5 T3 IE 1) S it I A K
MRARE H Y, SEBRCE .

PLEali R A2t . SRl i s 20 3 4E
K& AUB-E b HARERCE R IR RIRE, T LA
BEAN, R 1A HLE Y ~90 AP, v
BEAE 2 FRe e 5Lk . A A ), OISR
W T PR E 2 5 HERA L, —RkE
3~6 D HA ST R Ty LY E T 75 4
g, WEWE 1~3 AN HERWIA R .

BE LA H 28 J B A0 5 B A ) 20 O R
AUB-O (H& Mk 48k AMHEEHZL) ik
PRARES, W 75w B IE ], il BBT, 207 5~9d
W W, DA 2 HEoe . [, DA ias ey
PEH L T RFE AN T AL, 8 3~6 A H Mg



%¥igdat %, Drug Evaluation Research 35393 28] 20164E4 B +163 ¢

JE AN T3 A 3~6 A~ H BT .
5 BIETEM

X H A BV AR A RV B BN
IEH A28 4 Mg RIS, k. 2
KM, IR BRI — AN 2R
AT HE VPO X H &84 (21~35 &) A (H
SRR G AL 74, @KE. HERMF
WRIRA “ Q&5 R AT VAR, RGYT /B
SUITE) HY B ) 48 B R B A

" FH PR L i DA A B I R I 2 3R B
7k (alkaline hematin technique) Fl1 3 28 2k ifiL &%
(PBAC) PO2U, i 3 FBAK L 21 2 19 06 H B 8325,
B A A i . el D& R EBRINZ AL,
HAT 2 FA M IR BRI 2T 25, DL 584 nm B KAE
SRR EMEBOGEAE, I H S 4k j R R T i
ISR [ S0 B B L O A LU, S &
ifif . BRIEFTS H 2B ACR aliE 92%~96%.,
i PSR A e R« rbnie” P
Je AR YRR K AR (i YRR L 3R i B K
AN, GrlR gy, AdsrREI ARV B AR
B, W CTAEMRBAIESER (LR IRt
BRIy, VHr=100 734, HZE =80 mL. thikY
SRR ARSI, AR, AEANF ST =ik
B RS R AN, LAV A2t 2
(it DA AR E L. ML Ak,

PSR T R AR BRSO, UGS
RAFINZ . AUB 45, AWK HZ PPN 5
b HHT, B RAEI P EUERFFAE . I A R
TALBIBFF B 2 BT), E AR LA AR (RS B
R REAG R o AT B IR PPAT 32 SR A HH AR O
PEAR G B (bleeding related of QOL) %21,
5 ACHE OF R aE e R A AR (BBT) . HEBR AR
T LH - 2 ERAS I B T W I e g s 25 vk DO 0,
6 ZEMiTMm

TE S LA D0 [ IR 2 A kPR I
LNEZ —. R FEh ik 54250 AUB
MABSEAS R A Clngd H 2t 22 1t ot B0
2 [T AR (D VA s c = A PR A B e X1
PR . LAY REI R TERGERFEER], 0T
WU s AT e AT MES R VE IS, NS n -
B . FLIE BB PRSI,
7 EEHEEFEHMBFAR

JEA X BNFRAS 22 7, A BRVEH N AR )

ISAER IR RS 12~13 %, WIWl)E 3 EAH
60%~80%[1/> 4 A2 A 21~34 d7. — ek A
LN 21~45d G 322 D). &IKE
757 d LR IEHPY, HH AUB % 5 K]
R el - TEfR - SRR F R G, £ AUB-O
M, DHZEZ. ek, AEH S 8% L
M. Hur, KEEPRES (ACOG) HEFEM
BIT 58 COC, 1697 H s b, 115
Pl A 2 A S HEDY, Bk R KD, RN
BHRARRRELIE R M HE W, SHifEkEa
o BRI, KIE 4 NS R A
63.2%, WFEKT 4 FHEMEARER, WTHESIE
LRI, Sk, M ES BT EE
1 AUB It H i 2, HaiR2ionh 2R
A RS, A 2R Rt T
%%%ABS-M]O
8 %HiE

HZ IR T T BT H LR I R 9 a5 AE T
W PR Ao I RTIT 9 P4 L5 07 75 45 2 25 i 4y
FF AL VRYT T IR IE RORE IR I AT
R IEE R AYE . AT RV DL R 75 A e
B SNy T g 2 e, 2T A i
TR 2 A A Ry, e H A RN AR
F R 2yt n] 58 BAT e (RO AE L, BRIR Il
A5 05 1) 40 WA, BE A &% AUB-E Ail/5§
AUB-O (W RHFUN. BEARTIBEAAD) (HHT 8075 H
mALX, PAVKEIEH HE W H I ] DLk P
AUB-O (EEHEBR), Ff [ I W& ] & A (i HE UR 45
Mo ACHEFENATIXHADAFTFRTT T4 H 1
e RIS BE VT 22 A, A B AR SR 2 Wi
PR R (i RIS BEE . AR %
VPN SN2

T, BT kg RN, 7 E w0
P TE L AUB-O CIEHEBR) by H ARIE BN AE K
IH IR T TR . (0 TR . ok
2yt BTSRRI, GRS e b MR R R AE,
SCH AT G RAF 7 B B2 A, T REAT e (A
YA AR A AT AR 6 H RTAFAE (X LA 5
MM ZMARER, MR T B T 2 R S
PPN B2 it

S 2% 3k
[1] Fraser I S, Critchley H O, Broder M, et al. The FIGO



<164+

%¥igdat %, Drug Evaluation Research 35393 28] 20164E4 B

(2]

(3]

(4]

(5]

(8]

(9]

(10]

(14]

[15]

recommendations on terminologies and definitions for
normal and abnormal uterine bleeding [J]. Semin Reprod
Med, 2011, 29(5): 383-390.

FKREASC. FIGO ST 45 A SR A I 3L 3 1
R R R ARG (9], B B R RS,
2013, 40(2): 105-107.

AR S P R W A AL SR
ZWSWBITIRRE (0] ThaeEr R, 2014, 49(11):
801-805.

5 F. BUAT & E DI BE R T I RS W R R
JrIRFIER A BORE [A)/ PR B o o il L3R MMURE AN T)
RESRURPE T 5 LB BTN 2518 SCER [C]. AR %
£%,2007: 12.

WERL AR RS M S 3 R Jbat AR
HikAE, 2014: 2574-2582.

Matteson K A, Rahn D D, Wheeler T L 2nd, et al.
Nonsurgical management of heavy menstrual bleeding: a
systematic review [J]. Obstet Gynecol, 2013, 121(3):
632-643.

American College of Obstetricians and Gynecologists.
Management of abnormal uterine bleeding associated
with ovulatory dysfunction. Practice Bulletin No 136. [J].
Obstet Gynecol, 2013, 122(1): 176-185.

Gallos I D, Shehmar M, Thangaratinam S, et al. Oral
progestogens vs levonorgestrel-releasing intrauterine
system for endometrial hyperplasia: a systematic review
and metaanalysis [J]. Am J Obstet Gynecol, 2010, 203(6):
547. doi:10.1016/j.2jog.2010.07.037.

S5 VIR 27 2 e RN o [ e ARG Rl B
1 e J8E 27 2418 P 82 o B S8R (0], e R
ki, 2015, 50(2): 81-91.

S, P B G BG T E RSO R T o
5T (AR B 2yt ey B ik A [ R
BEERRS IR [C]. P22y, 2011: 3.

&R, PEZNGT O AN B Ty RE L R LA
[D]. dbxt: dEstrhPLgykeas, 2007.

Fraser I S, Romer T, Parke S, et al. Effective treatment of
heavy and/or prolonged menstrual bleeding with an oral
contraceptive containing estradiol valerate and dienogest:
a randomized, double-blind Phase III trial [J]. Hum
Reprod, 2011, 26(10): 2698-2708.

Fraser I S, McCarron G. Randomized trial of 2 hormonal
and 2 prostaglandin-inhibiting agents in women with a
complaint of menorrhagia [J]. Aust N Z J Obstet
Gynaecol, 1991, 31(1): 66-70.

e . Dh e Sk R R I A UE R AR ST [D]
Jemt: P E BB, 2008.

FIEEE. ToHFIR T A R T B IR B S

[16]

[17]

(18]

[19]

[20]

(21]

[22]

[23]

[24]

[25]

[26]

[27]

(28]

[29]

(30]

BRETFT [D]. Pred: iR B2 K%, 2007.

[ 5K o s 24 8 LR b B IR TR 12 W T AR UE [S).
PR MUK AR, 1994: 59-75.

KER. hEERE M) 5 2 i Jbnt R ETE
AL, 2007: 320

HAEHL. 2 2 Im R FTR S BN GRAT) [M]. e st
e s 2B R, 2002,

e 2y P EERNE W IZT iR (M) b
s v E B 2R H AR, 2012: 9-10.

moR, 2Rz N A N A& KRIEES ]
Zlfe [J]. PAREMRRE, 2001, 36(1): 51.
TOHESE, BOHERE. e i & 1Y) 05 v S R R S H
[7]. BRVGEE2AK56, 1995, 10(2): 5-7.

RIS, B MR B B SR AL RN TR
ML PR A R PE R AR I PRAT S P i N T 0], o ot
HF R, 2007, 142(8): 471-474.

Lethaby A, Duckitt K, Farquhar C. Non-steroidal
anti-inflammatory drugs for heavy menstrual bleeding [J].
Cochrane Database Syst Rev, 2013, 31(1): CD000400.
DOI: 10.1002/14651858.CD000400.pub3.

R, T 8 R A 2 L o S T A R A [t e A
JU [D]. ] M MR 2R, 2011,

PNV, THEE I T8 Hh I L A0 i R Y A AT
51 [D). K¥b: WIR B2 K%, 2007.

MRV, SRR, B A DhRERIAME T E P ELE
BRI BB ST (0] AR 2haE T, 2007,
25(6): 1200-1202.

JumaEs, N, £0, 5. Dhfe kb 7 e
BNACT SEBVIR TR [T]. Wi R b R 24 3%, 2008,
124(3): 106-108.

Khrouf M, Terras K. Diagnosis and management of
formerly called
according to PALM-COEIN FIGO classification and the
new guidelines [J]. J Obstetrics Gynecol Ind, 2014, 64(6):
388-393.

Fadhlaoui A, Khrouf M, Chelbi A, et al. Quality of life
during menstruation in women with an inherited bleeding
disorder: report of 31 cases [J]. Tunis Med, 2012, 90(12):
856-861.

M, & 3, BRZ, & BIE BEBES K LH K
R 58 EAS 22 09 2 O AR A SR B U R S (0],
BE 2R R AIFST, 2005,22(7): 958-959.

VLR, G DR S A AR T E VIS (], 5K
APk, 2015,31(1): 2-4.

TARIE. 24 50 O A e D RE ST AL S LD A R
[D]. dbxt: PP EER B, 2012.

TR, 2B R (0 2 A B A5 AE IVF-ET 0] 5 S Aik
DV REFI T B A A2 VE RO PPAS A [D]. R R

“dysfunctional uterine bleeding”



%¥igdat %, Drug Evaluation Research 35393 28] 20164E4 B

* 165

[34]

BRI, 2011

American College of Obstetricians and Gynecologists.
Committee Opinion No. 651: Menstruation in girls and
adolescents: using the menstrual cycle as a vital sign. [J].
Obstet Gynecol, 2015, 126(6): ¢143-¢146.

TRARAL, SRIEAT. 5B WD Re MM B HY I 2 W
LG 0] E SRS RS, 2004, 20(9):
526-527.

EFHE, TR AR R TR 2 a
R (I P ESEHAR R E, 2006, 22(9):
660-662.

FROMG. h R ST A BRI A T R R R T
FIAT I I R 5¢ [D]. s Wb p R 2 K22,
2012.

[38]

[39]

[40]

[41]

[42]

BUH, AR, PR, W A HE WIGIT SR
Wizhin 38 #iMEE [J]. SEHPEZE, 2014, 30(2):
132-133.

FEDRGE, XTT, s, A ANE R RS R
RGN [J]. T EEESE, 2014, 27(5): 69-72.
B, REPN, ERIC, L PAXERRMm 307
Bl B B R R Sy [7]. i R A,
2010, 37(6): 1059-1060.

HNME, BREET. 358 WIDLIG T 795 M7 R ]
FoRitRE (7], EBUCZN L, 2015, 9(1): 243-244.
Loudon K, Treweek S, Frank S, et al. The PRECIS-2
tool: designing trials that are fit for purpose [J]. BMJ,
2015, 350: h2147. doi:10.1136/bmj.h2147.





