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ABSTRACT

A Study for Suggestion of Quantitative Scale for Dysmenorrhea in Clinics

Jeong-Su Park Sun- Ju Park Gyeong— Hun G1m
Woon-]Ji K1m1 Hyeong- Slm Ch01 Han- Seok Ch01 Youn- Kyung Ch01
Jung Hoon Cho® Young Chul Shin! Seong Gyu Ko'
Dept. of Prevent1ve Medicine, College of Oriental Med101ne Kyung-Hee University
?Cancer Preventive material Development Research Center,
College of Oriental Medicine, Kyung-Hee University
3Dept. of Gynecology, Kyung—Hee University Medical Center Oriental Hospital

Objectives: Oriental Medicine has thousands years of history. But this era, every
medical decision should be based on scientific evidence, that is evidence—-based medicine

(EBM). This study is to suggest quantitative case report form for dysmenorrhea
that can be easily used in clinics.

Methods: First, to search published papers in Korea and overseas, OASIS, KISS
and NCBI(pubmed) database. Second, to search clinical trials in clinical trial
register website, ISRCTN and clinicaltrials.gov.

Result: Visual Analogue Scale(VAS) is the most commonly used scale.

Conclusion: The main scales for dysmenorrhea are Visual Analogue Scale(VAS),
Multidimensional verbal Rating scale(MVRS), pain-killer intake amount and

restriction of daily life activities. To measure the effect of herbal medicine, more
than 2 menstrual cycle is recommended.
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% (intervention)® A7, 7F47] A4S FH 3ME7A st e, Aol A
oz 3 AFE XAk ol ¥ APAE 13HFE 1218744 thF
et Fets AFH AR} #HA 3l tH(Table 1).

AT, €7F WU Axe #Ed o e F3S AT wol= P =(www.
T, 94F H3rF Ax N A7 9FF ncbinlm.nih.gov/pubmed)S &3l 7
9 sk & A9 th Dysmenorrhea’ S MeSHE 3}

A7d AT AHEE H7E A3gol o
3 55 A

A Ao z= o e A7
o X A|F3= OASIS(Oriental Medicine
Advanced Searching Integrated System,
http://oasis.kiom.rekr)2} KISS(3+=3t<
AR Koreanstudies Information Service
System, http://kiss.kstudy.com)E ©|&
st e F3S AN "ee H
) = (http://www.nchi.nlm.nih.gov/pubmed)
S Az R ALESIARTE 7] A
dysmenorrhea® MeSHZ 3} 74434

S

&)
£ A]2="lQl ISRCTN (http://
www.controlled-trials.com)¥} ¥]= NIH
o] A F5E YAIOlE clinicaltrial.
gov (http://www.clinicaltrials.gov)E &
st AEAFS A s AT

OASISeM “d74%, DA, 44
olgte HHE &3t
HA Ax} 77330] A4
g A7 2d 2P
19719] ¢ =
AT AL el AF A, offd
AAZE AR 71E s F8he

o} Hu =0 A MeSHEZ ‘dysmenorrhea’
A H 2674709 A7 Yo =,

il

o] % clinical trial, Human, femaleZ %
obs ghgetw 398717 AME AT o]
T 109 =87 dES & F Al
ZEqAe d3te BEE 27 ¢& &
A7l WE dES B 5 e 144
o) =g e E st 2AMSIIT 14
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Table 1. List of clinical studies for dysmenorrhea published in Korea

Study

Stud; type Subjects Endpoint  Intervention Duration Result
o]l A Before and A9 Eil{E ]| o 52 F3o0A
S0 after study 2% 209 A5 VES gy A M8 AZo2 54
AHE A 7.60+1.42,
JR-N
%97 Before and 1214 VAS Inner wear 4% ]-OE;] ZY?Si 401 651'79
=5 after study (VAS 5<) (7 157)) -C:%£7?§*§fr§
9 9%
MVRS 5.15+2.73, 3.96%2.38,
VAS 4.23+2.42.
# 7}ok Before and 5949 MVRS gk g= VRS 2.85%1.34, 2.00+1.22,
=9 after study ¥4 139 VRS (A1 A 25 g T 2.00+1.15
VAS 8.08+2.47, 6.00£2.96,
5.65+2.97
~ VAS 6.36+0.49
q &)= Q) - .
T Bfif“efgd 257 1\X$RSS °] 4 (ojﬁ%m) 208 F 2.24+0.35. fro)5h
o alter study = 5214 34 .
Tot
VAS
FEYHl Before and tot 4014  5%9 3hok N
= 3 ) 2
59 ater study 4% AL AR GAmAm 0 O0E =
AZo
™ o
TH, A=
19 VAS 89+12.52, 7+9.23.
= EAA O [<IO)
713‘—“;79:5‘ Before and  20% VAS A F%5°] %ufx??g? f] ;:]1'4 ol
=Y - = = =2 0w S0
el after Study (VAS 75<) (“4—0'] 7] OH) 7]’% {1‘:} 1} ‘é]— é?‘%/‘é%-g] i],g_/‘éa Oﬂ
vl 9%
N 473 5-7¢4
3ok =9 VAS 7.76x1.60, 6.94+2.51
O A}~ huz] B o ;\(j_ =] E fe) Z_}_- . . y . . y
et Crgj;ger Ejf g VAS  (3¥ERY7HD ¥H 54 5.1142.42
e Skek + ARQHA N 3% 7 FY% Ao] gle
Ay 257
_ 7 12 935
ZRF  paralldl 304 VAS AAEH 8 g R A
= design #4104 AANEHE + 3 T = 22Tl oo
15 1+ 5% Aole fle

Table 2. List of clinical studies published in overseas

Study

Study fype Patient Outcome Intervention Duration Result
784 VAS F 57
Yeh opep  BAFVE oo VAN o AES 2Fd4 Hol
et.al. 21-35%1 184 xajiﬂ s ;'] =y B Q) of 45F7] EAFHo=Z
ol oy A S FolaA eke.
poorer mood,
Icovides Crossover 2373 100mm- VAS S0mg slecp 7eLfEC1€HCY
ot al ¥ desion VAS 6°]¢ Sleep lab. diclofenac ~ 273F7] REMH —:’uq ol
T & 4y €445 POMS potassium T

Zo]E11, stage
1 sleepe] &7}
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FAF F 27 A
100mm VAS, 40 o 30 olel
Wang Before and - -“.‘3.—/5! NEdS HU UU] o o E= A
et. al. 'V after study 40%8 =90 AL, F;};\‘]_ K €34 g A=
H% AsA F T e
3.
1A ZHel| A
2o Ax ZOValdeC(zl)(()ib 12;]74' Bl
Daniels5 Crossover 120 (0to3) nr}ipigxerrlng = treatintl;letﬂ-
15) : Q7 120 A= ! g
et. al. des1gn (1_ —187 o) Zl ?(;;104)0 sodium 550rng _CHQFEL]— B]ﬂb‘]-O:]
2 9k o] sHA
Bz 71
100mm VAS 600 FAHCE
Marsden ~ clinical - 107 =4 =4} uaifgliin - RS RSP
et.al. '@ trial ° wg A%x £ oot u ek o} 9ok
AT e T Hste] 33
o = Glyceryl
I AHE B
Pittrof  clinical 147 E%HOT;{ %{,—Zfﬂ trinitrate = AR
et al " mial (@S W) ° 00 2] 52 T oA e
°r $1eF %]
TENS A& %
50% 9]
McGill Pai A3 T2 AL
. cGill Pain - -
Lewerlsx) clm_lcal 91m) A (TENS) QA9 P ?T
et. al. trial VAS zo oo EARo=w
e o3t
i
Fo3HA &o.
52, 2549 Tt
Gleeson Crossover 314 A= (1tol0) Ketoprofen 671 }\]o__] N
et. al. "’ design BA279)  BEsle 34 52 A% = Eﬁ]c;gi—oi
(0t04) ‘IT‘J 01_7_] Exq
— 25mg Flurbiprofen®]
5 M A= : A
Eatoii=2
Krishna Crossover o (0to4) Flurbiprofen, = oooh . Lﬁ
20) . 397 o) A} o] A} o] BTk Soomg 3T7] ‘l’] "1°ﬂ H] 0}04
et.al. design SAEAKI PRI %, o} 3% = A0
Od  ze et folg a3
ISRCTNS 729 #1d JA4AF(RCT) gote AFAE A 5= Al2golth
Be BEat AN 5% Axdel  ISRCTN#HE el REols] wEd ¥
A %g_@omu] A $246)0]7] i Zo 2> AFES TEH YA, I Ak
TEH Aol BA FUATHTable BALY] T okAlol tigh AT ot
3). AAERGETG AMEES APgo= St %%J"’Jr AlE o=z FE5 e
ARESE A7 A SEE T AEE AdT. 7 Ay F 66710 A
AEFe AYFOR B ATE Yeh 5 AT o 3 T Y dve 449
o =BV pe ATetm oA, APAE e g AT, st
Clinicaltrials.gove= "]= NIHe| A 3 AT= Y Aol ofd #HF AFo]7]
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ol ALkt YA 63748 A 7150l = 2971 o|th(Table 4, Table 5,

A7, A7z we Aok ol Table 6).
T AsuiErse] #FHEE Ayt 1374, o] vl 7FA A5 & uigoz 7} AT
A3 2Fe) A AT 77, WY AT AN oI FAANEES AEHYEA
7} 59, AEEMigrane) 477k 20, % Astack /g Bel AgE AXE
APt #AE A7 271 o9 A EZ Zho] g VASola 1 9] A%
2 TP AT AF, Y, A% ad T o4 59 A4 34 )
297, €74 471 #H" A+ 4 A AR Fo] A} (Table 7).
7@ A% QA o2 Agelm 94
Table 3. List of clinical trials for dysmenorrhea in ISRCTN
ISRCTN No. Study Sample Outcome Intervention Duration
type s1ze
VAS
o8 WEN o
_ 717k
. 100 A4 Bgzk  AREHE T
LIPAYAR| © © o = = 7}
ISRCTNS0426947 RN (G 50m) MeGill 5% 3 }xu% Feo gop ST 12T A
Cox € 7ﬂ5 =4 A% T
HRV
€7 7|zt
. AEY 5% EE
OV AL Al & 0,
ISRCTN23374750 43418 78 VAS so oo & 3=
ug
Table 4. List of clinical trials for dysmenorrhea in clinicaltrials.gov(1)
ChniIC;lTlTi?lS'gOV phase Sar_nple Outcome Intervention Duration
entifier size
monophasic oral 6712
NCT00517556 I, II 38 VAS gestodene/

(e} 7:] =
ethinyl estradiol (473 6571)

473% A7 B

total dysmenorrheal score & 5 . 4745 24
NCT00995917 NA 20 };L qum Prit,ﬂ;z}ﬁ, ¢ ‘iﬂgin K/ 2_%_13@5 —‘TIJ
S o — F 507 '?"z
pelvic pain score
VAS
QOL(SF-36) / 15l
NCTO01116453 I 110 F7} oF Bg Ax ﬁ%ﬁ%ﬁgﬁs o A&
HA A (A A Y =3
W FA AN Y - )
Total pain relief
Summed pain .. 9 = =
NCT00649415 IV 154 intensity difference  ome piroxicam/ g7 a7 1=
AZA 283 40mg valdecoxib 3d

A97) 5
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O|RofM AL TSt MRl FEBE HIIX|E JHY
NCT00229164 1, I 20 A7 BHal AEXR TENS/ placebo NK
T A A= Vi /
NCT00951561 NA 115 QOL 403”0“1:‘“’(} A7 4537)
B0l gle A meTbuproTen
AR HE BT AE Lidocaine/ €3 1571
NCT00651313 150 (Oto4) lacebo = 49/
ECG P % 97 237
VAS He 571/ . =
NCT000689897 M 60 = A% A7 g ae 0% F =3
VRS NPC-01 /
NCT01129102 m 192 VAS Norehindrone 16+ %
Ethinyl Estradiol
Table 5. List of clinical trials for dysmenorrhea in clinicaltrials.gov(2)
ChmcalTlTlgls.gov phase sar_nple Outcome Intervention Duration
Identifier size
4}‘121' :ElZ %7:] Q)
NCT00123162 I, I 62 total pain relief score  Viagra/ Placebo i
VAS 477 3 =AY
EZ 040 AT Target waves
NCT000855829 1 24 27389 557 or vibration 6714
55 A= #AA (ActiLady)
VRS Norehindrone, = 5 ==
NCT000746096 m 113 VAS Ethinyl Estradiol 6+ % =4
@74% 2] VRS VAS Norehindrone
NCT00212342 m UK Y7 Fo] oid Ethinvl Estradiol UK
E2=9] VRS9 VAS Y
NCT00902746 M 140 \V]ﬁ NPC-01 5% %
VAS VASE #4944,
135 55 HFF FTE Ly 0 2650602 F
NCT00104546 I 36 Cox retrospective H]E}D]E K =9 =3,
symptom scale v TH 47 557
Moos score FoF f/u
N AES] 0= U X
8%l ‘%{9_; v ﬂﬂ 140?4
NCT00569244 m 223 AEA 58 SHT00186D 10712
P2 A% A= w8, 107
817t & total pain relief score
. 87\]? —rjc Slél.?f of etoricoxib/ €AY L
NCT00092729 ~ IM 129 ~ DPam mntensity diletence placebo/ Bg &
patient’s global evaluation naproxen sodium 84 7F-244] 7+
A=A o] Es} Lpepg  haproxen sodiu 4 4,
A7, f2) Az
HE 2892
VAS Healingstone g s
NCTO0342881 1 102 QOL(SF-36) navel belt 678417k
5777 E
AAE F g 2 :
e °SZ]0£E;; ® T SH T00658ID/ 67} égf;sdme
NCT00909857 il 503 Q7A 28l Etligzi)erstéitd;glme treatment
HAg7] 289 8 257))
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Table 6. List of clinical trials for dysmenorrhea in clinicaltrials.gov(3)

ChmcalTr}?ls.gOV phase sar_nple Outcome Intervention Duration
Identifier size
oF = Qo
standard scoring systemoll oo
o3 B2 valoly 92 15719
NCT00963053 o 128 o a Ao 64,
EHT 58T placebo o] oM 2o
A A =3 = 0
EOBOE &2 06 7 ]' 37H %
total dysenorrheal score
HEB & = oA
P, BBl TE, S8 oy rora0m/
TR F5x W SH T00186DF/
NCT00511797 il 243 VAS SH TO4740F/ 47 557]
Ag ekl £ Wt Lo
Y= estradiol/progesteron p
T
5% 14 A% . o
NCT00523146 o UK =u 24 N AT Kanion capsule 671 <
NCT00225836 UK 20 VAS OVA(TENS) 4714
total dysmenorrheal score o ot =
%, a2, T8, 24 R
= E’ ol e l;ﬂ 5 ’ Ethinylestradiol/ oFE-g2
s o= Drospirenon A7 653771/
NCT00461305 m 416 VAS asr 2o o 2=
A ke = Wl g ol 2 47 1357]
o = o N 47}A]. Al g ek ufat
dZF estradiol/progesteron e
=T A5
Logan basic
) adjustment/
NCTO0740818 T 30 Menstrual Distress Sham Logan 97 3%7]
Questionnaire . .
basic adjustment/
No invervention
clinical assessment -
NCT00196365 m 97 278 Hr} levonorgestrel 4’8’12§4%§6T0ﬂ
A5 &z} e
ChmcalTr.uills.gov sarpple Outcome Intervention Duration
Identifier size
oF B8 247 &
NCT00292747 v 480 EZ Ae) o 19 Drotaverine UK
o HA B
3¥7 VAS MEKO0663, Arcoxia o
’ ’ 7 B8
NCT00380627 m 337 3917} QOL etoricosib 347 58
At B 445 5%
W3l 1304 1353k levoorestrel/ —
NCT00196313 m 120 == gc 949 %} placebo 135

BFEEN A
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Table 7. Endpoints in clinical trials = 9%Ato] that}h 274 o]F o= ujr}
for dysmenorthea BAT § o F2 254 o F] 1
——Fodvoints _____ Rumbers gy, s §3e 9390l okd
isual Analogue Scale o6 g Aololl o ol
Analegic effect 10 uHoﬂE_ pov 473 Eoi]" 55 ¢4
Headache, nausea, vomitting etc. 9 o] WatAY S5 Id At Gt
Pain-killer intake 7 A, sHEH 55 o)z €74 o
Verlla)a‘l R'aiing 'tScale g % (menorrhagia) 5 & A3 A3
ain intensity R P ) 3 9 A
Menstrual bleeding assessment 5 °f TRt AT ol A4 ;é gt
Multi Verbal Rating Scale 4 TS WA T = A A3 = 2
Restriction of daily life activities 4 F WS AF A2E AF YR =
QSell.ft*repfo?f j H(polyp)s°l Utt

ualiity ot ute A ATEl= o] = A} = > 535 Ao
Total dysmenorrheal score 3 daesdse] 54 5 7h £ A2
Duration of pain 3 F3olth €4 7t T Z]'% LHE‘Q %
Mecgill pain questionnaire 2 o] ZolxE Aol YAHES Yolo|t},
ox Ciinicaltéssessmfnt y ; A o] grElo] EolHE Aol &
retrospective symptom scale - sz Al H ol A
Absence from work or school 2 = v, Abgel FEsHAA SE el
Serum estroestradiol/progesteron 2 Az Hebe & WeE R =, o
Pain relief time/ hours 1 ] LA771e] e 1ES =74 #H
Difference (BllepTain intensity 1 o} 2 o] 9ol a1 uluho]A]
! 7 A= Z22El= @ (prostaglandin)
o2 HFEsta o 9AESEFo] Ae
- AL 1¥A g2 oAl s €HE

V. a1 =z L
’ I Ay FF Z2AEEdde 32Ut
T2 ASE UEEY 2% =2 &
PN 7 Gy NE) 9] "I HAE o] YAEL wE Al & Q= AL
(Ed KA, oANAX= oJAdo] 1449 o] olyth, g2 AXMAHA Qa7A EF

=z il

. oA ddAd I HF(primary
dysmenorrhea)e] 2} 3o}, A 4742
TGS dATEFTY dde] E F U=
71421 Agko] gle Zol S5Aoltt
stEF SFol 989y A AR
82A1ZF A AEKHY. olxd dA
Z&=(secondary dysmenorrhea)& ©] <}

s sfedof g

47359 FHES YFgA = goy
2k 45%0 A 95% AHEolth 2008 A
& A gy 3274HS s 3 4
Tl €459 FHES D6 oE 783%
ATh A AW A4 1391985 FAFSH
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TAME 7T78%F W2 74778%<

23)
B HAG”

¢

ok

ARTAze FEUW o 49
Aol e wA AP 7k Fo




The Journal of Oriental Obstetrics & Gynecology Vol.24 No.1 February 2011

= ey £ 4, ALNAA F
d ee FWe|e stal, dATEss
A Sl q44Ee 974 71 A
oY A, JE T 47 A F
TIS shEUE Tt dATTES
ZHAAL Sle A 68.7%7F €7 A F
TS Tudth B ohlet §FoR
A3 FHFNE HAV= 3o LHF]
A A4 97 71 Felle €745l
e d27] FuHmid-follicular)ol H3)
FHe g&o 7AHYT REM (Rapid

eye movement) FHo] Fo]EI 197
S (stage 1 sleep)o] F7FteH.
dA2EZY AAE FE FF AT
of 24& SEth UREEY AHE]
FAs A AY molM H4A & F
= (over-the-counter) H] 22H Zo] =4
= A Al (nonsteroidal anti-inflammatory
drugs, NSAIDs), Cox-2 SAAZS A3
t}. NSAIDs A€ 2+ Ibuprofen, Naproxen,
Mefenamic acid, Ketoprofen, Diclofenac
50] 20]1 Cox-2 JAAE+= Celecoxib,
Valdecoxib 5°] AH&Et} 718 Bol &
43l= AL Ibuprofen® Acetaminophen
olt}?. sAW A o] e ¥

& oAl Yol AR wu Atk
20725%] oj4o] NSAIDsEZ 288 4
91, 22 A4S AME Yol e

Yo sgom, 94w A F18ol
R EA: K R R BY

M A ENE YPHOZ A

Jale 2AE ARty 94Eds
AmolN FEI 8L T 5 AL A
oletx Azt

43T 520 W3 FHHo|oIA 3

&

o

] W @Y. Bt
12l 5o 523 WA TUB

ofs
o

offl X

=y

ol Jm‘

J o

fol
=
ot
ki
f
o
N
N
ok
olN
i)
N
Ju
>
2

o
H
e
2,
>
ol\
o
i
td
—n
5=
b
ol
ol

o X8

=

(o

b

ol

£
fr o ¥
4oL e

ol W% o o to U KT orr lo foop

A =

v >

e rir

) of

= ofN

o o

N

fr I

<
>
w
rr
=
e
M
Lo
it
o
re

oz
tlo
4>
&3
QL
fr
=
o
e
N
offt
2
2

RN

N
N
o,
>,
s

)
=
o

i of

> ol = fo (2
Lo o o o x 3 o o

-

sAw, 474%

B3] wZel,

7 98 Aoz AR VASE A4

S,
FAIZE Hof A &
hya

10mmult Ao 2 TAES

VAS7} ALgETh o

5% W8 458 2437 A8 AsE
o oSAR TALA B2 A
%

100mm VASS}

3= 10-point
VAS+ €35

871 Sistel AF7] W AWHA 5

Sol gk VASS 7+

A7 %o

5-°]
w o] VAS BEE UrolA Brtahe 2l

< Alera,

s
e
-
2,
R
rr
<
> o
wn
K'S
<
=
wn
ol
ot
2
e
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<Appendix 1> Informed Consent Form
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<Appendix 2> Case Report Form_First Visit
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<Appendix 3> Case Report Form
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