AMES0| hEt SBVP SR RRIIEAIY, o|5WH 21

D 0I:10.3831 |KPI.2008.11.1.021

The Effect of Sweet Bee Venom Pharmacopuncture(SBVP) on Cancer-Related Pain :
A Randomized Controlled Trial and Double Blinded - Pilot study

Hwa-Seung Yoo* - Jung-Sun Kim

* East-West Cancer Center, Dunsan Oriental Hospital of Daejeon University

ABSTRACT
Objectives To investigate the therapeutic effects of SBVP in the treatment of patients with cancer-related pain.
Design A prospective randomized, double-blind, placebo-controlled study of SBVP.
Setting The study was conducted at the East West Cancer Center of Daejeon University Dunsan Oriental Hospital from March
1, 2007 to June 20, 2007.
Patients 11 patients diagnosed with cancer-related pain of over 3rd degree on the Numeric Rating Scale(NRS)(0, no pain at all,

10, worst pain imaginable) were entered into a double-blind, placebo-controlled trial of SBVP. They were randomized
into Groups A and B(SBVP and control group, respectively) using the table of random sampling numbers and never
informed of their affiliation by the coordinator. 5 of 6 patients in Group A and 4 of 5 patients in Group B completed the
clinical trial.

Intervention SBVP(1ml/day) for group A and Normal Saline Placebo(1ml/day) for group B was injected into the abdomen acupoint,
Zhong Wan(CV 12). The treatment was administered daily for five days.

Outcome Degree of cancer-related pain was measured using the Numeric Rating Scale(NRS) before and after each treatment for

et “Pain right now” and ““Average pain in last 24 hours”.

Statistical Analysis regarding variations in NRS was carried out by applying t-tests(independent sample t-test and paired sample t-

A test) and Wilcoxon signed rank test with level of significance at 5%.

Results Differences in NRS of “Pain right now” for the two groups were statistically significant. The mean improvement point
of SBVP was significantly higher than the control group(2.48° £ 1.52 vs 0.97° + 1.88, p<0.05). Differences in average
pain score before and after treatment in SBVP group were also significant(5.13° 4+ 1.77 vs 2.65° £0.67, p<0.05)
compared with control group. The two groups showed no significant differences for long term effects in “Average pain
in last 24 hours.”

Conclusion  Although further study will be needed on the large scale, SBVP shows potential as an effective treatment for immediate
relief of cancer-related pain.

key words Sweet Bee Venom Pharmacopuncture, Cancer-related Pain

%This study was supported by KPI(Korean Pharmacopuncture Institute) in 2007.

¥ Correspondence Author : Hwa—Seung Yoo, Daejeon University Oriental Medical School Dunsan Oriental Medical Hospital
1136 Dunasn—dong, Seo—gu, Daejeon, Rep. of Korea 302-122 Associate Professor, M.D, Ph.D.



22 chgrerEIstEIx] M1 M1=(2008E 38)

. M2

BB GeAL2] 50% ool WAysta, B3] T
7] 4gHAle] 80-90%7F At B5S 4
A Aol Fello] HaL k. v oY 55
gk Aes 23 BodiA| o5t X2 HAF de] ARSE
AL QI URbH o ' o] 52 FAR| Rl gt hAl W
o7 i AR R et Heka¥ o g ARREr) o]
L E3to|7 o] PeiRa] SAR| e} u-8-sto] AHAlE oA
ARGl Zlo] WE ol Ao ek,

et dEsel tet A+te FEAe =0 3
B2 {77 Soll s TR o FA ol HAE

VBT FRE ol 0 o i

45} 2w 396l 4 }5 MoR o 23

3]
ol WSk TRt Fefol allergy 8- AleAht
AO1A

Sl Al QlofA & e ARgstn] 53] 5o tigt
HAudE Ad Aol HAstE AAZAY vh-g-<l
anaphylactic shock-> §2F7] Algoll4l 717 2 o7t

E]aL Aok,

59 allergyyr-gol 714 za3st 43L& st
allergen G4E24] £3] phospholipase A2(PLA2)
7t 587 9L ke Ao dPA Utk PLA2= a4

gE0 RS Aot 2R, B0 N AHEE
2] 90% oA olof] gl IgE A7 HHH T, Sweet
Bee Venom+= §2Fd& Aol ARgshaA 2 <= 3l
< allergys HH# 0= Ajehsto] 5ok 9 4 ARg-ell
SHAAS a7 98] PLA2E 2318 A4S AASH A
o2, A Baol t R 0 a4 Brhe olsol
A vl glonk ob ghaEFl et ¥l auke H7)
s Btk vlokak Aol olo] A QHIBEE
e R Sl YSHAES dFe R 3 SBVP AA7L
9] ®3l U]X]h ANE Rt vl Friskr| el

rr

@
-1)4

o

WITTE SRt ATAE A= st ojTHAd F
A9tz A-E A8kt

AA7Ee b 2,

o 117715

1) RH18-70412] AgtRt= 22} o) w7 oAl 24
AAFY QFolshe Aok Fof RS w2 &}

2) TSTFE A=l wE WA Egol B st
NRS(0, no pain at all, 10, the worst pain imaginable)
oA 3°‘7J Bt 3 ol 52 Tash dom QI
U 74

3) SBVP x| &zo] F2Jskal 52 Aof Aget =}

4) NRS®}FA&A4] 2Hgdo] 7hsgt A

5) ECOG < 391 &

o]—HiZ:og 1H0_] 3‘2_]_ P—I'JVPOE NRSE gﬁ %
FAEE Yr1et T 3U7F Fat 3 oA FEE TadH=
A Aelelc, BEAL LS olgaln) Fatg)
2 A2 BRE WRsle) AR Al SRjelE
LA e A QR ATS ARE, BEE RO
45jo] ATl SBVP, Bl A2iAleeE At
oAl Al&sAl skt 2007 39 2UFE 2007 6Y

1591 7141 % 1199 sl @7} cicham Eakeh
ol Y= I F A 6‘:5, B2 59 O]%—_’L,

AR717he PR B 22} 5k 4vololet, et AL
$= AR A A7 3 E30l AlsAlcke Aold s
o oJsl) A5 A7} 1700191aL, Bo] A% Amairh
RUEH 2jol2] ekl o8] Fx18 497} 1ol ek,

2. AT Melchaf
A Q)7L o5 2k,
® MA7|Z

DT 5D




LYES0l st SBVP 2u-2ARIEA, ol5Wd 23

skl 19 13] B8 F4do] SBVPLE 912F(Normal
Saline, NS} lec® 53](54%h) ALKz HEFARIG
o}, AvtYl Bto] B B2 WO R A&slglal, B
A7} S el A =2t SBVPE Afo|7} gle-s eIt
T Aol Al= SBVPE, BatolAl= AulAd4E 35t
Ak AlEARe} ks AHIEC] o= ol &k Al &
- 8l

A BHAAL, AlsAts FUUR 3T

2) 212] 22 (Types of needles)

Sweet BVE] 24| F=+= 0.1mg/ml=, TheFsts]
AN A B ZARE AR F Askg FAp)
3, lec, 2800 018341 Z3ach, A4 (et
SFEIE 2& UG FAPIE ol stel Tt

3) A1&7|7F2}F Y% (Length and frequency)
A& Bl 5 Sot i AlEstRlon, Alsrddt Al

= 9 3 24A17HE o) HES

4, "

Bl AleAket s el EaRArE Aldgstelar
NRSefl &J7 397k 3ol sfidshe AtellAl NRSE
o]-g-5to] Tl 22 ARRFE: vl AL 7Sl

— “Pain right now”

— 1 hour and immediately before treatment

— 30 and 60 minutes after treatment
— “Average pain in last 24 hours”
— 1 hour before treatment

— Daily for five days
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Rt FAEHA A FERETH2.48£1.52 vs 0.97
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(Talle 1) Demegraphic and Clinical Characteristics of Suljects

group

SBVP(N=6) Placebo(N=5) foal
No(%)/Mean(S.D) No(%)/Mean(S.D)
Sex Female 1(333) 2 (667) 3 (100.0)
Male 5 (625) 3 (375) 8 (100.0)
Esophagus 1(100.0) 0 (0) 1(100.0)
Stomach 4 (57.0) 3429 7 (100.0)
Cancer Breast 0 (0) 1(100.0) 1(100.0)
Pancreas 0 (0) 1(100.0) 1(100.0)
Lung 1(100.0) 0 (0) 1(100.0)
| 0 (0 1 (100.0) 1(100.0)
Stage Il 1(100.0) 1(100.0) 1(100.0)
\Y 5 (625) 3 (100.0) 8 (100.0)
1 2 (66.7) 1(333) 3 (100.0)
ECOG 2 1(25.0) 3 (75.0) 4 (100.0)
3(75.0) 1(25.0) 4 (100.0)
Age 4750 (10.521) 4360 (10502 4573 (10.179)
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i ID Before

Fig. 1 Comparement of NRS in group A between before and
after the treatment with NRS in group B between before
and after the treatment

(Talele 2) Analysis of NRS—-Gradient setween greup A and B

Group N Mean SD t p(—l;/:tlﬁ)e)
Baseline SBVP 6 23333 121106 1964 o8
Placebo 5 10000 223607
ond day sBVP 6 25000 164317 313 01"
Placebo 4 2500 50000
3rd day SBVP 5 22000 178885 2055 59
Placebo 4 L0000 81650
4ih day SBVP 5 2000 AU 1965 20
Placebo 4 L0000 141421
5th day SBVP 5 24000 167332 2453 onsr
Placebo 4 2500 50000
Totml SBVP 6 24833 151844 1476 P
Placebo 5 9733 1.88066

* 1 P{0.05, signigicant difference between A and B group by independent t-test

(Table 3) Analysis of NRS leetween befere and after treatment in greup A

) p-value)

period Mean N SD t (both)

Baseline before 550 6 1378 4719 005
after 317 6 408

2nd day before 533 6 1506 3727 ol
after 283 6 408

3rd day before 460 5 1817 2750 51
after 240 5 894

4th day before 460 5 2302 2588 61
after 220 5 837

5th day before 440 5 2191 3207 033"
after 200 5 1.255

Total before 51333 6 1.76937 4006 o10*

after 2.6500 6 67454

* 1 P{0.05, ™ : PX0.01, signigicant difference between the Mean NRS of Before and After by paired t-test
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Al

1=}
T

o] = W2 Verbal Ratlng Scale(VRS),
Visual Analogue Scale(VAS), Numerical Rating
Scale(NRS) 5132, 7]} Behavior Rating Scale(BRS),
Picture Scale, Box Scale, Descriptor Differential
Scale(DDS) 5= & 4= STt

NRS+& 00141 10(11-point scale) E+= 0041 100
(101—point scale)Z U= 4= 1L, 7hdstar olsfslr] 4

(Table 4) Analysis of NRS bsetween befere and after treatment in greup B

. p-value)
period Mean N SD t (both)
Baseline before 550 5 2074 1.000 374
after 317 5 1517
2nd day before 5188) 4 1.291 1,000 014*
after 283 4 957
3rd day before 460 4 1.291 000 51
after 240 4 1.000
4th day before 460 4 1.291 000 61
after 220 4 1.291
5th day before 440 4 957 1,000 033
after 200 4 816
Totl before 51333 5 176295 1085 010"
after 26500 5 60992
* 1 P{0.05, signigicant difference between the Mean NRS of Before and After by paired ttest
(Takle 5) Analysis of NRS—Gradient setween greup A and B
p—value)
Group N Mean SD t (both)
Baseline SBvP 5 140 1517 -9 422
Placebo 4 200 2309
2nd day B 5 Y 548 424 685
Placebo 4 150 1915
3rd day SBvP 5 40 548 -220 8%
Placebo 4 25 500
4th day B 2 =20 1789 1426 197
Placebo 4 .00 ,000
5th day SBvP 5 20 A -2663 798
Placebo 4 -25 500
Total B 5 40 548 —4n 652
Placebo 4 50 577

* 1 P{0.05, signigicant difference between A and B group by independent ttest
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(Taele 6) Analysis of NRS between befere and after treatment in greup A and B

Z
Group Mean N SD t paf"r‘:)e approximate
i p-value
sawp  Before 540 5 1140 2064 108 1890
After 400 5 2345 590
Control | Belore 650 4 2082 = P 1414
After 450 4 1.291 157

* 1 P{0.05, signigicant difference between the mean NRS of before and after treatment by paired t—test and wilcoxon rank sum test
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