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» CHAL : Patients with obesity » A[&ek 2 CHXCF : Phendimetrazine 35mg 2 placebo
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» EOHIHH - 1227t Phendimetrazine 35mgl (n=1015)

> 92 HIKHL : weight, BMI, waist circumference, Hip circumference, systolic pressure, diasolic pressure

Phendimetrazine S0{A|
M=t BMIZt 246t OH 0|20
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Weight Body massindex [l Waist circumference
M Hip circumference Systolic pressure Diastolic pressure
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Ref) [A] https://www.drugs.com/phendimetrazine.html [B] https://go.drugbank.com/drugs/DB01579
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Ref) Kim.B.S et al, Korean Journal Health promot 2010
SAFETY

» CHAL @ Patients with obesity

» EOHIMH - 1237t Phendimetrazine 35mgl (n=1015)
» A&k 2 [HZE9F : Phendimetrazine 35mg 2! placebo
» 95 M WIMHHS - Adverse effect

Adverse event

No (%)
Insomnia 83 9.1)
Dry mouth 81 (8.8)
Tachycardia 52 (5.7)
Headache 34 (37)
Dizziness 30 (33)
Palpitation 27 (29)
Constipation 22 (2.4)
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Ref) Kim.B.S et al, Korean Journal Health promot 2010
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Ref) O[Efz, “AlOIH|H| =L X2t HIERI 19 AT 2107 HLeZ 2019 Ref) Yonsei Med J. 2006 Oct;47(5):614-625.
SAFETY
» CH4f : Obese patients (BMI >= 25kg/m2) > N@ek 2 {2k : Phentermine 37.5mg 2 placebo
» EOHIH - 1271 12 13| Phentermine 37.5mg (n=63) » S5 M IKHS : Adverse event
Phintermme(n:m)* P\icebo(n:24) pvalue
((Any adverse event 28(96.6) 187500 0021 )
L ory mouth 16(55.2) 4(16.7) 0.004" )
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Ref) Yonsei Med J. 2006 Oct;47(5):614-625.

HIAEI= HENIES I B0 MEEl= 4SSN =2 HIE T KK =
QFEAE Y |=0]| M2t MERHHH SIHH0| 1 OHMet HI 2K =t JtsBiLICt



Mechanism of Action
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» CHAL : Obese women with impaired glucose tolerance
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» A2k U [ : Bofutsushosan 7.5g ¥ placebo

» EOHHH - 24%7H 12 33| Bofutsushosan 759 (n=81) & placebo (n=40) » QEM TIPS Adjusted RMR
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» CHAL : Obese women with impaired glucose tolerance

» EOHHH - D4X7H 12 33| Bofutsushosan 759 (n=81) & placebo (n=40) » Q&M TS Adjusted RMR

'
N

HIZEMAF E0f 21}
sl2|=2|7t 16.8cm ZASMSLICE

'
fes)

N
o

Change in waist
circumference (cm)

@, placebo
® BF

'
=
o

'
ny
o

Time (week)

BLACPMA 2005 ; 4(5) : 92-97

» Mgl 2l [0k : Bofutsushosan 7.5g 2 placebo
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Mechanism of Action
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. . Prolonged gastric residence On-demand dissolution
Oraliadministration and continuous drug release and safe Gl passage
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» CHA : Adults with BMI >18.5kg/m2 > A2k 2 L2k : Alginate 1.59 2 placebo
» EQHIHH - 7917+ 12l 25| Alginate 1.5g (n=69) > Q8 "I Energy (kcal)
AZIMS HF(SF 20IM Controlz ChH| 512 OILR] 31
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L 2000
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90% W[ 4 QICH= PV LIS g 1500
=
Science 2003; 299 : 853-855 g 1000
Of course, our estimate is theoretical and involves several
assumptions. Whether in-creasing energy expenditure or 500
reducing energy intake by 100 kcal/day would prevent weight
gain remains to be empirically tested. 0
control Alginate
Appetite 2008 ; 51: 713-719
JaN@ Adverse event
» A - adults with BMI 30-45 (n=120) » Ao 2 TR0 : Alginate 229 2 placebo
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American Journal of Clinical Nutrition 2012 ; 96(1) : 5-13
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Mechanism of Action
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» CHA : Patients with obesity

» EROHIHH - 2471 1Y 33| Caffeine/Ephedrine (n=30), Leptin (n=30), Caffeine/Ephedrine/Leptin (n=30)
> A 2 C{%2F : 200mg caffeine/20mg Ephedrine 2 Leptin

> R84 HIPHS : Body weight, total body fat mass

Blood vessel

Nerve terminal

* Norepinephrine
4 DHPG/MHPG
© 2922

Exocytosis
Diffusion
Synaptic

cleft

Cardiomyocyte

https://www.akomnews.com/bbs/board.php?bo_table=news&wr_id=29736

International Journal of Obesity 2000 ; 24 : (1573-1578)

» CHA : untrained male subjects (12)

» oI - Caffeine 5 mg/kg ephedrine Tmg/kg & placebo
> A&k 2 L9k : Caffeine/ephedrine & placebo

> Q&M "IPHA : time to exhaustion (min)
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Ref) [A][B] obesity 2013; 21(10):1991-1996

Adverse Event

Ref) [C] sports Med 2004; 34 (13) 871-889

! CHZ=9F : 100mg caffeine/40mg ephedrine % placebo
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» LA - Patients with obesity > Agior
» EOMHHH - 2471 12 33| Caffeine/Ephedrine (n=388), placebo (n=216) » QM TWIHHS : Adverse event

Symptom C&E No, Pl

=0 _ = E_| = = Agitation(jitteriness, anxiety) ~ 3.9%  (15/388) 0%
o =S A Dizziness 16.7 (65/388)  8.3%

= |_|- 5 °|_:|7 | S, =20, EE S, Headache 10% (4/38) 0%

= Tremor 6.2%  (24/388)  2.8%
D'”ﬁ)}"%’ —I?I—gn—l-lll I:_|'OI_I'§ %Ol Depression(fatigue) 0_592 (2/388) O%0
Insomnia 82%  (32/388) 42%

IR OF (@) AlIZFS AH:| OO Postual hypotension 0.5% (2/388)  0.5%
I_l-EEl M—L’l- [ Ry | OI_I- O| OL-_OL- Nausea 16.5‘:6 (64/388) 8_3‘Vz

A = Thirst 0.3% (1/388) 0%

EO|I| 9%%5'.1 E_l' EEol_l' o Parestheias O%o gO/BBB; 0“/:

Diarrhoea 0% 0/388 0%
E X1l HF = I Dysrhythmia 216% (84/388) 65%
To:l STII' TE1 — PlacebOEJ—I' Constipation 12%  (3/256) 09%
= = = A Urinary problems 0.3% (1/388)  0.5%

1c-)r9-| [l I ol_l' Il‘OlE Elel (l-)%l-?kl-ELl E.I‘_ e Dry mouth 1.0‘%: (4/388) 0%o
Heart rate 05%  (2/388) 0%

BP elevated 03%  (1/388)  05%

Glucose 0% (0/388) 0%

Sweating 19.1%  (74/388)  8.3%

Other. 26%  (10/388) 4.2%

Conclusions

Ref) Obesity Reviews 2001 ; 2(3) : 199-211

Ref) 1) Med Sci Sports Exerc. 2001 ; 33(8) : 1399-403
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Mechanism of Action
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» CHAL @ Patients with elevated cholesterol
» EOHIHH - DAZ7H 12 35 orlistat 120mg (n=448)

0

weight loss

[l Placebo
I Orlistat

HE 40|
placeboz CHH| 1.6H) =RUkSLICH

Adverse Event

» CHA : Patients with obesity

» O - 1437t 12 33| orlistat 120mg (n=2038) 2! placebo (n=1740)

> A[&19F 2 L9k : Orlistat 2 placebo
> Q&M T4 : Adverse event

0 Adverse event. Comparison between orlistat with psyllium or placebo

Body System Adverse effect:

Gastrointestinal
system

Fatty/oily stool, faecal urgency, diarrhoea, flatulence,
abdominal pain, faecal spotting, anal fissure, cholelithiasis,
pancreatitis, acute cholestatic hepatitis, subacute liver
failure, massive hepatocellular necrosis, severe hepatic injury

Blood pressure  Hypertension(17 cases)
Nervous system  Depression, malaise, lassitude, headache, forgetfulness

Renal function Enteric hyperoxaluria, acute kidney injury secondary to acute
oxalate nephropathy, rapidly progressive renal failure,

constipation, polyuria, polydipsia, lower-leg oedema

Endocrine system Diabetic ketoacidosis
Skin Cutaneous vasculitis, lichenoid eruption

Genitalia Vaginitis, vulvitis

Drug Safety 2008; 31 (1): 563-65

Conclusions
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Ref) Alimentary Pharmacology & Therapeutics 2004 ; 19(11): 1173-1179

» CHA : Patients with obesity

» EEOHIH - 1437t orlistat 120mg (n=30)

» A|&9F 2 Ok : orlistat + psyllium mucilloid, orlistat only

» 354 ™IS : Qily spotting, fecal urgency, fecal incontinence
9 Adverse event. Comparison between orlistat with psyllium or placebo

Side effects
Groups n  Oily spotting  Fecal Urgency  Fecal incontinence
Orlistat + psyllium 60 42 41 n
Orlistat + placebo 60 249 132 22

Number of episodes during a 60 day trial of orlistat and psyllium or orlistat plus placebo.

0

AHISOR 7|28 BE [JHEHIE =0

OoL-oO. 0L 10, =210

ENTQIOH O R 0RIEISIV I
Ao|dR2l M3 FAA M = ASLICLO

International Journal of Obesity (2001) 25, 1095-1099



Mechanism of Action

Fluoxetine2 SSRI A[Z2| &t
02| =252 %oH
HE 24T HEO| QT AH™ASLIC.

SSRI

Selective Serotonin Reuptake Inhibitor

x-" kIH

NEZ} DAS| ME+0ll= gats X &
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origH 3A1IEH SLESHLICE
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» CHAF : Patients with bulmia nervosa

» oI : 852t fluoxetine 60mg/day (n=290), 20mg (n=128)
» A|&9F 2 [0k : Fluoxetine & placebo

» Q5 M TWIKHZS : Binge eating, vommitting

G *p<05 **p<01 [ Fluoxetine 60mg M Placebo

Median Percent Improvement
e
o

Vomiting

Binge-Eating

Fluoxetine2 S0{ct &IXtE2 =

Adverse Event

» LA : Patients with obesity (BMI>=44)
EFOHtH 1 1437t Fluoxetine 60mg (n=84)

5, 2ot ANz SO 01dfSS0|
ZEZACH FOE ._%E e

25t 0|82 HE|X| 2RUASLIC.

Conclusions

Alnt FE9| I, H[ZS0] Z

Int J Eat Disord. 1999 ; 25(1) : 19-27

Transmitting
neuron

Vesicle
containing
serotonin

Serotonin
reuptake
transporter

Synapse

https://reference jrank.org/diseases/Psychopharmacology.html

» [i4 : Patients with obesity

» EEOHHEH 1 87t Fluoxetine 40mg/day (n=201)
> AJ&2k 2 CHX9F : Fluoxetine 40mg 2 placebo
> Q5 M HIIHA : Weight

e 89.32
90

./\86.09
85 e 82,69
81.97

80

Weight
7
O

75

baseline week 4 week 8 Post-TX

(A G
_|_o Mn:il—“:l'

Indian J Clin Biochem. 2005 ; 20(1) : 135-138

» A|&19F 2 [0k : Fluoxetine 2 placebo
> 5N HWIpHS : Adverse event

Reported side-effects ascribed to use of 60mg fluoxetine each
day in men and women

Subjects - No. rr;én wo‘[qen

Sleepiness 4(14.2%) 8(19.5%)
Increased perspiration 24(85.7) 28(68.2)
Annoying ejaculatory

retardation/lack of orgasms 2(71%) 1(2.4%)
Annoying loss of

sexual interest 3(10.7%) 1(2.4%)
Annoying nausea longer

than 1 week 0 4(9.8%)
Annoying anxiety within the

first week of drug taking 0 2(4.8%)
Annoying anxiety for more

than 1 week 0 1(2.4%)
Easy bruising 0 1(2.4%)

Obesity Surgery, 2005 ; 15(8) : 1185-1191
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OILAX] AH| Z7t
» [HA : Obese rats (B4 40| &, 1E-10XE 40| 28)

» EEQHIHH - D897t Topiramate 15~60mg/kg

TopiramateE F0{5t
HAAIQ| D21} TXJEAlO| 2 BE0)M

Brown adipose LPL activityZt Z7I34&LICH

Lipoprotein lipase

2 Xt Fjo] L PL ES 452
OLL{X] 81| Z712 DftCY,

A& U

» CHAL @ Patients with binge eating disorder
> EOHIMH : 1477t Topiramate 75mg 05t (n=22), 100mg O[4 (n=23)

1427t topiramateS F0iot &K1
placebo =Lt HIE ZHAZH0]
of 4,98 =AXSLICE

SAFETY Adverse Event

» CHA : Patients with obesity

units / depot

> A|&12k U [0k : Topiramate 2! placebo
» 92 HIPH4 - Brown adipose LPL activity

40
mmm Control
mm Topiramate
30
20
10
0

BY 40|02

Nutrition 2000 ; 16 : 961 - 966

» A|&19F 2 [0k : Topiramate 2! placebo

» 98

Mean Weight Change(kg)

» A&k 2 [k : Topiramate

HIHH4 1 Mean binge days/week 2 mean weight change

!tgig—y—

o,
-2 NG
OO
5 "
o,
4 . \.
©, Topiramate(N=28)
€ ® Placebo(N=30) )

0 1 2 4 6 8 10 14
week

S ——— o
—

*Topiramatem: 5.9kg 24, Placebom: 1.2 kg Z4

Am J psychiatry 2003 ; 160(2) : 255-161

» Q8M HIHSL : Adverse event

» EEOHIHH - 1257t Topiramate M2+ (50mg, 75mg) (n=22), 122(100mg, 150mg, 200mg) (n=23)

td 20| Zdet O|dES2 242{01&0/H
F01EZ0) [ BIEX0l= RIRtELIC

Conclusions

Adverse events reported by 10 subjects.

<75mg  2100mg Total
Paresthesia 3 4 7(15.5)
Memory difficulty 1 1 1(4.4)
Weight gain 0 1 1(2.2)
Anorexia 1 0 1(2.2)
Concentration difficulty 0 1 1(2.2)

Data are number(%)

Korean Acad Fam Med 2008 ; 29 : 20-25
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» CHAL @ Patients with Chronic Constipation

» o - 2027t Aloe vera latex 100-200mg/day (n=20) > REY o
20
2027+ BFA EiH| SISO i
o20j Hi2tS S0f5t Z1} 2|
S F0f%, ARt 28 NAL [iH Al 5 50 g
HIH| ZAS0] JHMEQABLIC 4
0
CH

> A2k 2 [ : Aloe vera latex 2 placebo
2= : Symptom of Constipation

msgH
m5gs

e o

rE
=

Ol

International Journal of Current Advanced Research Vol 6, Issue 04, pp 3300-3302, April 2017

el

» CHAL @ Patients with Irritable Bowel Syndrome

2tet

» A|&loF QI [ ROk : Aloe vera 60mg 2 placebo

» EEOHHHH - 5EI7H Aloe vera 60mgl 12 13| (n=110) » Q&M TS : BS score
50
0 2 4
£ _
ZAIE Z015|= E& 222 QIXIEH AL IS &8 30
AEYA B =S =2 ORI 22 ZHEE 43| FH0| 28
EI=EIH ’ém HH| SOl HHHRE0H S&E JHHLE=E g ’
iAol Bl ITh E m
0
Placebo aloe vera

152t 91N O 5%

O OT L

o XSO 2=0 H2tS 5* 21t

Ok x H = | H
placeboz CHH| f 38 M= CHE 5520| 7 ME| gLC
Ltd Int J Clin Pract 2006 ; 60(9) : 1080-1086
OAsS AXO I 7 A
SAFETY JESEate) JRabSel Relpg by
. . No. of Age . Diagnostic ~ Assessment point |  Adverse
Author Year Design  Region Arms patients  (mean * SD) Regimen Eia e e Outcomes
Davis 2006  Parallel/RCT UK Aloe vera 31 NR 50 mL x 4 times/day peros  Rome Il 1 and 3 months None Response rate”
Placebo 27 NR Mean change
inIBS score
Hutchings 2011 Cross-over/ UK Aloe vera/Placebo 55 460+136 60 mL x 2 times/day per os  Rome |l 5 months NR GSRS
EQSD
Placebo/Aloe vera 55 470+13.7 SF-12
IBSQOL
Storsrud 2015  Parallel/RCT ~ Sweden  Aloe vera extract(AVH200) 33 439+133 Ttab x 2 times/ day peros ~ Rome lll 4 weeks None Response rate”
Adverse Events pass

No significant difference in number of adverse events between the AV and placebo groups was reported in
the studies. The follow-up duration ranged from 1 to 5 months (Table).

o0 Hlats 012 =20 P45 20| S X
9|0kt S5 40| 0[AHH20)

Conclusions

OI=HIOOMH 5N 7t AT |ECYA || =
LIEFtELICE

J eurogastroenterol Motil. 2018 Oct; 24(4): 528-535
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HIAFZY, EFMO|ELIEE
(Safe & effective) NS, =RAOIEUES lel:ol $é—;EE

FDAOIM QHE it RedS
D& QIEHEe Category 192
= =T0f AELCEH

AED S

ALt
S| A ol S|A X
ZESl) CSBM 312, 12 b 514 57}
» CHA : Patients with Constipation > A[&QF 2 {2k : Bisacodyl 20mg 2 placebo
» SO - A7t Bisacody 10mgl (n=247), placebo (n=121) > QM TIPS 1 CSBMs per week over the 4-week treatment period
* CSBM (Complete Spontaneous Bowel Movement; K&H& @H HiiEd 512+
(A I (8
M baseline [ week 1-4 M placebo M bisacodyl
16
4 hin
17} oK
E 5 12
(2] =
® z au 08
0.4
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» [HA : Patients with Constipation » A|&2k 2 [ 72k : Bisacodyl 20mg 2! placebo
» EQHIHH - AZ7t Bisacody 10mgl (n=247), placebo (n=121) » 98N HIKHS : CSBMSs per week over the 4-week treatment period
Placebo Bisacody!
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et =58 39 0I 0| 2k ACH e e
AI-I:I oo o| M Patients with at least 1 AE 45(372) 178(72.1)
| o JO == _l 1o 7' Ol Diarrhea 2(17) 132(53.4)
= TJEAC|L o Ol Abdominal pain 3(25) 61(247)
_| OI‘}II [=} -LEl — %:‘ %}E E =] L'I El- Abdominal pain upper 3(25) 19(77)
Headache 7(5.8) 8(32)
treatment. In the bisacodyl group, the percentage of patients Patients with severe AEs 2017 16(6.5)
with investigator-defined drug-related AEs decreased from Patients with severe AEs 2017) 1004)
56.9% in week 1 to 6.5%, 5.4%, and 4.7% in weeks 2, 3 and 4, Patients with AEs leading to 66.0) 440178
respectively. In the placebo group, 5.1% of the patients in week discontinuation ’ '
I suffered from drug-related AEs and none did in week 4. IN Patients with drug-related AEs* 10(8.3) 157(636)

As defined by the investigator.
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