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VR OHBERATRERME A MAKS# (95% ) HhimELE
W RME Bk o AR 3L B AT 85 M4 Sk R A 28 (United Kingdom Prospective
Diabetes Study ; UKPDS) 2 #k4 » 15 E 4k R TR TR » BMiGRIK
R&A £ o BARILE 6 do bl B i) 805 R AT BT A MR B X dbE - B L B
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BT B SFFERSFRIAMRFT S A EF e nis b G
B BRBECHKRAERRBOEERYE LR ARG R BHERL SR
BIBAE  BERRBHFHATRENRZEEEHBE -

PREIKZBEARE  BARREERCH BT F  RRDALEI EHIR
LS E R LB R T ER AR R ER 2 ERAETER A
VEFk R IER R G LRI R AR - Bt AEMBKEEREMRLXER - 275
RBER - RAREHEAERRA TR BEELIRM R Bt 220 (PR E &L
MR B A0 ) ML R AZ A O REEEZ D 482 BA F —AAERR S
S B~TORZ P FHERLMERE £LBABORRIES R EEIE T4
H722 g dn KA > 140~200 mg/dl B o @k AL e & E A7 7.0%~10.0% P
% B 7% M = B H ik Es RN 400 mg/dl & > L % s~ #F (doubleblind) > %
B BRI 6 5 BB R R 4 B R sk bR AU SR R
(Placebo) & 16 8% » HAREATA e otE ~ Bt & F ~ BB FMERNE - &

AR EZELE  FEwWS (FEEBEADERE - 2 M2 HERED
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- 105 -



PREFR K224 A5

AR HHE B BROE R © ok BA R TREMKRER © AT E % (GOT ~ GPT
> EF LR 245) B E ¥ (serumcredinine> 1.5mg/dl) ~ & B30 e &
FoMRATRESER KIS D R aBERBOEYeLHERE - BEE - %
g #EA ~ FURE - HAbEniEEy) B X 6MBANARESIES (T
B~ SRR ~ ERIME ~ FMT) R (RTHRRER) I FL ~ IRA %
AR PR K BMI = 27 Kg/m? Il R Ak #9 N 3K B0 » A2 3B A Bl 2 om B 2 R
fpEAZE 250 mo/dl > Rk EFRFRBERMEL T HAEENEHE o 40T
UL Ty % 4 64 Metformin HCI - Acetohexamide ~ Buformin HCI -
Chlorpentazide ~ Chlorpropamide ~ Glibenclamide ~ Glibornuride ~ Gliclazide % %
dn ¥ B RARAL T BAEANKERAT TR A 6 [ dn ety SR IF BB E R B T
d B AE RIS E A o
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Effect of Liu-Wei-Di-Huang-Wan on
metabolic control in typell diabetic
subjects— A multi-center, double- blinded,
placebo- controlled study

Chang-Hai Tsai
ChinaMedical College Hospital

ABSTRACT

Diabetes Méellitus (DM) is a major and growing medical problem. The WHO
had estimated that ailmost 0.3 billion people suffer from this disease in the world in
2025. This population is about double times than in 2000. Type |l diabetes is about
97% in the whole diabetes mellitus and it tends to affect people aged over 45 years
and who are overweight. The major problem of type |1 diabetesisinsulin resistance.
There is about 4% prevalence of diabetes mellitus in Taiwan. It is estimated about
nearly one million diabetes mellitus populationsin Taiwan. DM is till in 5" degree
in Ten Mgor Death Etiology for severa years in Taiwan. The mortality rate of DM
is more than 3 to 4 times of non-diabetes mellitus patients. The admission rate is
over 3 times than non-diabetes mellitus. There are many reports described the more
cost of medical care is the more level of HbA1c. It is the same condition in
complication and noncomplication of DM. Study in DCCT & UKPDS were showed
good control blood sugar that would reduce diabetic complications. DM has made
intensive effect on the health of our people. So it is very important topics to explore
DM and let our people got good control DM & free afraid of complication of DM.

Diabetes Méellitus (DM) is the range of “dispersion-thirst” in Traditional

Chinese Medicine. This symptom includes upper, middle, and lower
dispersions. The signs and symptoms were described earlier on the Huang-Di-Nei-
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Jing. The Kidney Qi Pill was the earlier kampo applied to treat the dispersion-thirst
that was recorded on Essentia prescriptions of the Golden Coffer. During Ming
dynasty, the doctor Chaw Shane Co was mentionedfirst that Liu-Wei-Di-Huang-Wan
pill could relieve the symptoms of lower dispersion (also called kidney dispersion)
that belong to kidney yin vacuity of Chinese Medicine. The indications of lower
dispersion include irritable, thirst with aliking for drinks, cloudy urine, and dry ear
liking burned. In clinical practice, we found that the most patients of Diabetes
Méllitus were belonging to kidney yin vacuity. Therefore, we want to evaluate the
effectiveness of the Liu-Wei-Di-Huang-Wan pill in blood sugar control and prevent
the complication of DM.

Liu-Wei-Di-Huang-Wan pill can increase amount of glycogen in normal mice,
decrease blood sugar in hyperglycemic mice, and improve glucose tolerance in
animal study. Another study showed it could increase activity of SOD, reduced the
size of hypertrophied & hyperfiltrated kidney. It revealed Liu-Wei-Di-Huang-Wan
pill can relieved the symptoms of diabetes mellitus. In our study, we will enroll
diabetic patients from outpatient clinics. All patients will randomly divide to 2
groups that are placebo control group and Liu-Wei-Di-Huang-Wan group.Each
patient received 4 months medication. Blood samples will be draped before
experiment & close experiment. Evaluation data of Quality of life and differential
identifying patterns of Chinese medicine are recorded in same time. The relation
between DM & kidney yin vacuity will be evaluated. The metabolic effect and
guality of life are evaluated. At that time, the mechanism of Liu-Wei-Di- Huang-
Wan pill will be further investigation.

Keywords : Liu-Wei-Di-Huang-Wan, Type Il diabetes, Glycogen, Insulin resistance
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YRR AL S+ RKIE B 69 F B (M54 & > 1998) > i S48 Fk gk A B 09 7R 7
Bl4o @ B R~ BRI C SHEE PR FRAEZELMERAT K
ABEZ— BRBEERRE  HEERF LI EER - BAAEEY
WESR A A B E > BPIERR B R RB AN om A KX (non-insulin-dependent
diabetesmellitus> NIDDM) % A » HBAREBHER G RTDF L 2TaEH
MR B FFAME R B FH b N A M o 5 AR A —RRMHR > €A
FEAEFIMEBIERG CRR B EBAGRERO AR  BHLLE TN
Ve bR 70 B B ATELA 0[5 fn i B4 30 80k 5T 2 A AR HIAR A A Rk B
H 0t o ARIE 3T B AT 88 MEAE Fk R A %2 (United Kingdom Prospective Diabetes
Study ; UKPDS) @9#F 32 > KG 5 48 Fi B B o5 Rlbi Kk » &5 Kb £

(Matthews DR.% A > 1998) - i1 2R £ & 3 & 25 Ar B2 F w4k 3 & 2500
KA e i B2 R P XM EE A 160 my/dl - bk &5 8.2%
BT RE AR EIER (BB EA > 1999) o 8 bk 47 4] 914 25 % B AR 3K 5

( Diabetes Control and Complication Trial ; DCCT ) ( DCCT » 1993) & 3t B A7 8%
MEAE kRT3 (UKPDS > 1998) %45 i B A% 04 do e 42 4] 3 °T 78 by sk 28 48 4% Jk
T BHESE 2 AR A 0 A2 30 R PR A B kR TR BAR VT L H e B AR B SR
EFEEAN o UKPDS #r %+ 45 B A& 4 #l da L bE it & & JR3Z F38 jw > 4 4P
BIHLE 6 F O IRIENE R G HR1Z R4 4 & (falurerate) 78 3£ 44% (Matthews
DR.Z A > 1998) - #85~ B AT Z 1 AR (648 &) 3t & 7k R 2R A 203 4l b o B Jb3T 5
RAEFSARELFTRAEMCEREZ T X -

W bkR R B E DRI CRR RSB R E S E 2~44% > mAd
REIRSHER ERAERRATREZGRE - SRS BRIE o R EAR T
T AEZ I MERRR BLE AT S RER RSt T ERABREE
Bs%& & (very low density lipoprotein; VLDL ) 32 4o - % %8 B Bs & & (high density
lipoprotein ; HDL ) F&4& - i 748 Jk sk % B XK E E A5 & & (low density
lipoprotein ; LDL ) AR/l » BEBRD » THILRE 5k 8RR FiE o &8
MR AL (2 A1E > 1988) o A puFh T g 45 o JE T HA 38 %
B A5 Bh 2 AL 0 SR D B ER GRS E 09 B A o

PREIANGHBE BARRSGBOCARTE - BEBE PRe9H5
JE o ERBRAE (RFRE) PR THBE ) ek - (ShERE) 3] (F5%
) R:TameKkS o MERARRMESRHEE BREARL O SR
S8 Sk R BRBREAGLBE I GEAELRAIEREE 0 FFARF G

- 109 -



PREFR K224 A5

BRI EE X ERMIES BB HRB TR LT bRk 4iF
oo :—é—- I}] j‘\%& Vﬁ /\‘gﬂ %?ié;‘{ﬁ /!C)l. 7]? /ri{;fl};\

NFER BMEREIERAFSATEAMZAREMEA G WEER
fldo P Nk EACAZ - HE-FEY CE 08k A EE (Hikino % » 1989) -
HEP XAk g m b % o Nk FAENERREBT (R BEBHED) F
P LR LB FE R B R EEERE 0 — KA
AANEEX LA BERER BAEER - TB5F % BFHE RHE -
T~ R FaBVERE o Nk EAH A LERE A B 0GR
R AT ERAENR D RITHE ~ LRICTRAT - LRERE - MR A
B LB SR S BB FEE K THAMZBR ~ TR FRFFTE X &
FL R KBNS NREFZAZIE 0 TUCREIZ R BEUHEEAE -

PRINK B BT 32 2P IR F 0 AR S — R Sk 0 B4 T
Fhm R @ B Ao F =AM SRk 09 Bk B R IR K G AR BT R - B RA
ERTARMELSZ > gEETHREGRAAME A EkEHOREGR 28
e AETFTHEARE D TAHNE R IkA KRG BAFAA BT E » kit
BTANEEER TREGMERNGRE Z/FRA XILERE Z ™A
Ao R NREEAALERERE AR E T HOER L&A REHBR -

W Bk R 0 By 06 B SRR REAE B HoR B X L 0 1B R BN SRR B9 E AR
HBREMBEFRERERYAZ LT E I RENAETFT LY - k@ﬂ"xzscﬁk
HHEAEABAEATRENRETARAAFILERREZERR R BMEEZIAKE
(Ferrans CE % » 1992) - Jacobson % A (1994) 4+ 111 4 Bk B E k38 A8 Ik
ok B 129 £ JERR B H AR A NE fok ok BEAT AT S E AT o IS
WG BT ARSHEREEATAAALTHENEZR T MAIERE FIRAE
A EkmmEERREFNERTXTHABRBAETHEE  BHATIEAR
AAE# o 14 (1996) A RIER B R RBA AR R ELATHEEZERE A
‘:F'.J:.ffiﬁ ﬂ.’i/ﬁ/%j‘ﬁﬂm /u’}?"i.ﬂ:—*a %ﬁj

1986~1992 F ] » £ H Stewart (1988) % Ware £ A (1992) A& 7T Az r %
A% B B (Health Insurance Experiment ) P& Rk RBELE Ry F R » B4
HEFA TR s & (Comprehensive) ~ %% (Psychometrically Sound ) -
fiss (Brief) A& K BESRARFEF R &N ERE —FHENSEH
f2 B 4K BB 36 & & (Medical outcome study 36-item Short-Form General Health
Survey Measures ; SF-36) > &R 2 635 ¢ A 4 (Physical functioning)
A4 IR 42 B ¥ A &4 % &9 IR ] (Role limitations due to physical problems) ~ w32 42
B A e EeRE (Role limitation due to emotional problems) ~ #£ € 3 4&

- 110-



PRESSR K224 XS5

(Socia functioning) ~ & #27&% (Bodily pain) ~ & /7 4k & (Vitality ) ~ w3242
B (Genera mental health) & —#% 8 %42 &K f& (General health perceptions) -
HIPENAEIR B > AL A HBE R T0 R A BURIEAE 0 M R IRFE R
Foib By A 0 AR A RS eY1E B g (Stewart 5 1988)

BN EBFPEE (2000) LA P XHR SF-36 & T B35 7 %055 HHiE Ak
REERERELE  WEARNNEXTEBEBRELAEXEBREES £
SF-36 i AR E L LS8R - & K2R B 2% Chie £ AR ¥ 14 SF-36
Ve B SU BB G 2 A 7 Y 354542 (ChieW-C, et al. 1999 ) - i& sb AR 2%
8] SF-36 TREBRAMEST @ AFSLERM A

2B #1993 s 4£ NIH gz sz OAM ( Office of Alternative Medicine) » 2L
OB SHFZH % BBARAFIHEEEAERE (PRBE—RELBEZR
Ty — ik - BuliAe 3 > aE PR BE - o %) (Eisenberg DM % -
1993) o T A% 4t 2 76 e B I S48 S 2 AT A TR © 4B L > AT B

EEREMBER - 2T RRAER RABRATEEESRMEER
DT RBRAO TR EES AR EEORNRE TS R
R AT RE A bR SRR B BR ARG B R B 2 X b R g FE ] 2 R Ae
RERAAFERLY o

R Mok

— ~BRH REFA

FAARHEZAEBEREMEABER - 2 FRRLER - RAKREHEZERA
PR BRI BRMRARBANFISERE R EAE - ARBFWE 220
B —RIEREFRBAEARREAARE S AP TRELZ2RMAXER
W 40 fi & e

— - HEMMR:B904F4A185291F 1231 8E -4
Z-Rm&o8a: AR -

W~ AREER] 1648 -

B -BARRBEE: F -8 -
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RS BEZIRI USSP T RHEBRERES TR
RER -

- BRSBTS R C AW SRR % AT 0 $4&3E permuted-block
randomization method » #] i SAS %3+ #8% (SASVS8.1 k) &4 — Qﬂijxk
ALB & ° A R ECRETH 7”@& RFENRE > TEEHEE T AR
B R osekibg B E

A~ EEHHHERL (Primary endpoint) :

s M i H 16 (visit7) g1 EE (vist3) 24t BE 4tk

> REHHAEAR (Secondary endpoint)

(=) ”Hi%fﬂbﬁmé%i{;ﬁ 168 (visit7) gk &L (visit3) 2445
A Eb e

(=) Wﬂ;ﬂ%%%f*ﬂ#mriﬁﬁi 168 (visit7) sk &g (visit3) 241t
R

(=) ZH s (QIEEREE - =B Hdmas - HDL-C A LDL-C) £ %
16:8 (visit7) A &L (visit3) 2441 F 4tk

(W) ABERELI542 (ki (BMI) - 2R -~ BB AREE L
(WHR) A% 16:8 (visit7) st #& 2 (visit3) 244/ T n Ltk o

() 36 8R4 H (MRS SF-36) £ 1638 (vist7) gk
2k (visit3) z 44t o

(%) 345 1 RSk % AME R SNk b iu—i“l” EpE A E F 168
(visit7) s A &2 (vist3) x 44k
+ - Z2HHR
(—) B aEatxER5m (OGTT)-
(=) R REEH (adverseevents)
(=) Ao gt (vita Signs) © .45 b B RAKIY -
(W) FHwmsd: o s  HERERER -

(Z) BEx T (safety laboratory examination) : .4 % 4. 0k A
% (hematology ) ~ #ni& & 1Lt & (serum biochemistry ) & & #. 5 &
# & (urinalysis) o

+— -HEHEZ NSRS
(=) Ao B4 F&3B~T5RF -
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(=) ML RAFRAORELIEREE DY ABZF AW RRRE -

(Z) ABBEREH ESHIEEE  RAIBZHK > TR aBEEND
140~200 mg/dl = fd > #&ibfn & F N7 7.0%~10.0%= F » F)8F%
B8 = B% H i B AR 400 mg/dl = % & -

(W) BBEERER AREAMUBEARBRIS LT MAZRAEZTEE -

+= - ARE R BB

(—) AFhse B2 % (GOT ~GPT RWEH EFRME 242) 9B & -

(=) B EF (serumcreatinine>1.5mg/dL ) #7% & °

(Z) mEEHREET (FHT - &FRE) R & -

(W) RATHREEHR KIS ROBERBPEMGRE B ERE
FAEBE ~ [F o s 4 ~ A S B R A E b ) o

(2) BENEANAERESHES > whFE -~ SHEE ~ TRIMF K
38 FHrahm B o

(%) B2 (RTRER) 2 FL -

(£) BRA BRI R E -

(A) BMI = 27 kg/m? ey & o

+= e

BA—BSTC-%F K REBHRMEGE RS &8 4 BYHK
BRI A E SIS 1L PR A ARBERRB AN RIRAZ R 2 05 B > BRERAT
UG BEER Y ARE AR A AR TR A RREALE 20 A
40 1 B HRET O (6B REMEER - 2P RRAER - HAL
M) B4 30 A0 604 B e

AR E AR R RB AR BB ELERI R BROEBE &
R F 450mg By ookt AR R E] 0 B AL RAT 30 5 4ERA o RIFR & T
RBH 0 FRIEEBEL AN 16 B bRk o

BBRGED ol Bibhdf a5 BEEMRFE - ARAES
FARRAFL TS - kM BEELMME28 X (45 X) BB —% > I
RERHABRERT BIAPRRRE B HEAERR - AR E2IE4E
iR~ AR ARZEBRRE T EWS (FEEADEME - 52 M2 KK
D)HRATHERENFRE - BRELDRESTESZELRAMORRIE A
EEIEE (16 8% ) WML AEE 4-8 128 16 BRS M » FEHK
g (FPG) ~ ZHME/uq & Fk (HDA) - B & F RS R Z R AgfE (FLP)
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ZARR o M BRI MEEARRREFHOEL  EARERARRE
FHREBEERARREFHER LS Sh@ o EHFAAHM4EF (DOH) 3
SLBPRIE o o f F B R A ST — st BIE R B 8 09 R AR

+wm -~ AR

Vigt times

Vigtl

Vist3

Vist4

Vist5

Vist6

Vist7

Weeks

-4 weeks

Oweeks

4 weeks

8weeks

12 weeks

16weeks

Sudy Day

-28

28 t5

56 15

84 15

FPG (140-200)

FP

x

X

X

HbA1lc

OGTT

Totd protein

Albumin

BUN

Cregtinine

Uricacid

Totd Bil

AST

ALT

Alk-Pase

y-GT

Cholegsteral

Triglyceride

HDL

LDL

XXX [X

XXX [ X

X [ X | X | X

Na; K ;Cl; Ca

X X [X[X|X[X[|[X|X[X[|X|X[X|X|[X[X|X|X[X|X]|O

HCG

Urineroutine

x

Blood routine

XXX XX XXX XXX XXX [X|X [ X [X

x

X | X ><><><><><><><><><><><><><><><><><><><E
1+
[6)]

MNBERARE

x

AAEH

GRS

EPBERE

XX [ X [ X

7By

A& E S E P

ARLRAIE 2547

x

X |IX | X [ X |X

RRIEFIREHIE T

7 B AR Tk

BRI b

SRR A 3R/ 1 4

ik in

XIX[X|X [ X |X|X|X|[X|[X
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R R RIEEMS X X X X
WO B R AR A 2 5 X X X X
ZREREE X

RARRBIT T4 R X

£ 6 A A HEAR > RIVBEFER GO RN RELR 5611 - 1244
ARRAFE TERE > 8B4 EROFERRREGHITHIZ > AL R ENTH M
¥ 18 >200mg/dl > 2K, 7% PR ¥ 18 < 140mg/dl ; #EAb &, & > 10.0% > K AEIL
&5 <7.0%- ") # oy & =B ks >400mg/dl o Fr A B IS LAEF A F AR &
BmBABKERY > BATA OMZHKFEFEAViStL B2 A PHMERE ~ )
Baaat R - ABB S 2I5E ~ ik~ AR RRZBHRE - mA 11 4
ZRFEAViSt3 > FEFELAF LY M EFE (HE—)

P BEmy (PEEASEHRE (M=) T2 MBRAKEE ) i H
PGS F P AR A - B ATAT A &) 6718 0 09 B o € 1 ARER 8 % 3R 3R 82 %479
R BB YE FEER Y B2 EREDMA RSB ARRERKR
o 2g b RS HTPRFE - F—xRERAFEL > FRBEL
ARERFARABEATETEE  aMFEEFRM KK ST REFELLER
Ero 82 904 11 AR > AEIEFI IR EGY(EH O & o

BEERIUNTRAEZRE HEYEBBAAEVHE 6~101%m 8 %
b 3B REHEA VISl B B HERELIAMEOLF8 A 17 8L & >
9l 4 12 A 17 B TR AT A X RF th 3t iy & #L3XB A % 2L -

REESF+_ARZIRR:

Vist1 [ Vist3 | Vist4 | Vist5 | Vist6 | Visit?
+AH 7 2 4 2 0 0
+t—Atk 6 1 1 5 2 0
+t=Afk 5 5 ! 1 5 2

Bt > B AT E b TR 65 5 R SRR AR 0 & SRR Ao AR R
HE R GEET AL - MR ARA AT & -
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B %

RRERBES S REDNLEERE  ®YRTHFE-

12~ S BRR

EFOFNAK CE/BRATESSRE  THAEHNEERE 248
A B A ey aFRIAE > BB AP RAB R RAGERFOEFZRE
AR EEE c BARREEMESIEF  LLREREBEEAATREL 22 5 F
SHEBLEZT 0 BATAARBEA KX ZH SRR R RE ¥R
Bt R ABHELORE  CEXREE IR FERERBIT - A TA
AT PLEREE A —RARETH - BAIR THEBRETRS S RAZ
Bz m B A CENKER T RERIFIHE > B S BRRF R T LB
44 AT o
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HEFH USFI6 AT AFETRGEHELRAREFEEREZTE REX
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Z EF~FRLE RENLBEEAR STHY ExXE AR 1992 153-154 -

RIRBAZE - ABOEE BERART RS £ 24 BEPIGALRERE
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