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Gamitaeeumjowee—tang for Weight Loss in Overweight and Obese
Women with Polycystic Ovary Syndrome: A Retrospective Chart Review
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'Nubebe Korean Medical Clinic Gangnam Center, 2Nubebe Mibyeong Research Institute, *Nubebe Korean Medical Clinic Bundang
Center, *Nubebe Korean Medical Clinic Hongdae Center

Received: October 25, 2022 Objectives: The objective of this study is to evaluate weight change and analyze adverse
Revised: November 23, 2022 events in overweight and obese women with polycystic ovary syndrome (PCOS) who
Accepted: November 25, 2022 . . . )
were prescribed with Gamitaeeumjowee-tang.
Methods: A retrospective chart review was conducted for medical records of patients
with PCOS, who were administered with Gamitaeeumjowee—-tang for a period of 12 weeks
between January 2019 and December 2021. Outcomes were total weight loss/weight
loss rate, the percentage of patients who lost more than 5% and 10% of their baseline
weight. Adverse events (AEs) reported by patients were evaluated by severity, causality
and system-organ classes.
Results: A total of sixty—seven patients were included (meantstandard deviation, Age
28.7815.25 years, weight 76.78+12.84 kg, body mass index 29.24.26 kg/m?). The aver-
age total weight loss in PCOS patients was 6.57+3.07 kg and the average weight loss rate
was 8.5513.65%. The percentage of patients with more than 5% and 10% weight loss
compared to their baseline weight was 86.56% and 25.37% respectively. The analysis of
adverse events are as follows: Causality assessment with World Health Organization-

Correspondence to: Young-Woo Lim Uppsala Monitoring Centre of AEs showed ‘Unlikely’ was the most common (71.7%) and
Nubebe Korean Medical Clinic Bundang - severity evaluations with Common Terminology Criteria for Adverse Events showed al-
Center, 10 Seongnam-daero, most all symptoms were mild (98.9%).

?éggg?;;?e”é Bundang-gu, Seongnam Conclusions: Gamitaceumjowee—tang helps to lose weight of PCOS patients, which is
Tel: +82-31-702-0045 overweight or obese, and no serious adverse events have occurred. Additional well-de-
Fax: +82-31-701-8993 signed clinical studies are recommended.
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Table 1. Composition of Gamitaeeumjowee—-tang

Ingredient Dose (g)/day
Ephedra Herba 16.0-20.0
Rehmanniae Radix Preparat 8.0
Coicis Semen 8.0
Zingiberis Rhizoma Recens 4.0
Acori Gramineri Rhizoma 3.3
Zizyphi Semen 3.3
Alismatis Rhizoma 2.6
Scutellariae Radix 1.3
Schizandrae Fructus 1.3
Puerariae Radlix 1.3
Asparagi Tuber 1.3
Angelicae Tenuissimae Radix 1.3
Longanae Arillus 1.3
Castanea Moliissima 1.3
Liriopis Tuber 1.3
Total amount 55.6-59.6
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< World Health Organization-
Uppsala Monitoring Centre (WHO-UMC)?? H7} A &5 A&
sto] Hrlsklal, o Whe-9| F-5 5+ Common Terminology
Criteria for Adverse Events (CTCAE) v4.0°V& ©]-8-3}] %7}
Stk &3 QA 71BARE EF(System Organ Classes)™
we} o] Hkgo] WA H=E JBAEE ER/IAT

4. E4 2M
2E EA B4 SPSS Statistics 26 for medical service

(IBM Co., Armonk, NY, USA)Z 35193, E435k= #
5 % 95% A5e Hed xFUAE, HFYE A5
H5(n, %) 2 AAISHAT A ool et A58 A=
9] 7+ 7t vl = independent t-test B== Mann-Whitney U
test, & W X5 A3 ¥ ol A= paired t-test S Wilcoxon
signed rank testg® AHESIATH 24 A3 F9 gE 0.05
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Polyceystic ovary syndrome
(PCOS) patients
(n=1162)

No exist re-visit medical record at 10~14w
(n=1009)

Included patients
(n=67)

With PCOS Without PCOS
prescription prescription
(n=24) (n=43)

Fig. 1. Flowchart of a retrospective chart review.

Table 2. Baseline Characteristics of 67 Polycystic Ovary Syndrome
Patients

BMI less than 23 (n=24)
Different formulations or types of drugs (n=62)

Table 3. Weight Change after Weight Loss Program Using
Gamitaeeumjowee—tang

Meantstandard

Meanztstandard

Characteristics n (%) deviation Variables deviation n (%)
Female 67 (100.0) Initial weight (kg) 76.78+12.84
Mean age (year) 28.7845.25 Final weight (kg) 70.20£12.017

20's 38 (56.7) Weight loss (kg) 6.57%3.07

30’s 26 (38.8) Mean weight loss rate (%) 8.5543.65

40’s 3 (4.5 >5% weight loss 58 (86.56)
Mean weight (kg) 76.78+12.84 >10% weight loss 17 (25.37)
Mean BMI (kg/m?) 29.2+4.26 "P{0.001, paired t—test.

23-25 5 (7.5)

> 62929 W3t vwstel A2 Fol FAHOR FoloA A4
PCOS prescription drugs, yes 24 (35.8)

BMI: body mass index, PCOS: polycystic ovary syndrome.
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Table 4. Adverse Events Reported from 67 Polycystic Ovary
Syndrome Patients

Variables 2-6 weeks 10-14 weeks
Causality (WHO-UMC)
Possible 20 (37.0) 6 (15.8)
Unlikely 34 (63.0) 32 (84.2)
Conditional/unclassified 0 (0.0) 0 (0.0)
Total 54 (100.0) 38 (100.0)
Severity (CTCAE v4.0)
Mild (Grade1) 53 (98.1) 38 (100.0)
Moderate (Grade 2) 1(1.9 0 (0.0)
Severe (Grade 3) 0 (0.0 0 (0.0)
Total 54 (100.0) 38 (100.0)

Data are expressed number (%).

WHO-UMC: World Health Organization-Uppsala Monitoring
Centre, CTCAE: Common Terminology Criteria for Adverse
Events.

Table 5. Adverse Events According to System-Organ Classes

o= ‘Possible (7Fs&) °] 671(15.8%), ‘Unlikely (7Fs43
A5y o] 3271(84.2%) 0.2 7= A THTable 4). CTCAE
V4002 H7WgE T W7F A 2-67A42] 1S A9
3t 25 Mild (33)E H7FEU L 1732 Moderate (5
TE)E B/ A= 2209 A3 oxe] Ag winl F
o g QI3 F7IE B B 285 e F 3 AeAT
(Table 4).

AA 71 BAE BF Al 2-65, 10-145 Apo] 25 Z+7}
2371(42.6%), 1471(36.8%) 0.2 ATA o]k why ]
S0 71 =9kom dl =40 2= Wh|/) 7} 87d(14.8%),
971(23.7%) 2.2 71 Wtk FEA"Ee A =7] 2-6

Abol 77(13.0%)°1 A 10-145 Alo] 174(2.6%)2§ Z
o5 om VA #H FHOREE 2-65 Aol A
=Y 12, 10-145 ARl A] 7] A4 17d0] s Rl=

System-organ classes Symptom 2-6 weeks 10-14 weeks
Gastro-intestinal system disorders Constipation 8 (14.8) 9 (23.7)
Nausea 5 (9.3 4 (10.5)
Dry mouth 3 (5.6) 0 (0.0)
Dyspepsia 3 (5.6) 1 (2.6)
Heartburn 2 (3.7) 0 (0.0
Diarrhea 1(1.9 0 (0.0
Abdominal pain 1(1.9) 0 (0.0)
Subtotal 23 (42.6) 14 (36.8)
Central & peripheral nervous Dizziness 5 (9.3) 1 (2.6)
system Disorders Shakiness 4 (7.4) 1(2.6)
Paresthesia 1(1.9) 0 (0.0)
Headache 0 (0.0) 3 (7.9
Tingling 0 (0.0) 1 (2.6)
Subtotal 10 (18.5) 6 (15.8)
Psychiatric disorders Insomnia 7 (13.0) 4 (10.5)
Memory impairment 1(1.9) 0 (0.0)
subtotal 8 (14.8) 4 (10.5)
Autonomic nervous system disorders Palpitation 7 (13.0) 1 (2.6)
Body as a whole - general disorders Coldness 2 (3.7) 3 (7.9
Hot flushes 1(1.9) 1(2.6)
Flank pain 1 (1.9 0 (0.0)
Fatigue 0 (0.0 1 (2.6)
Subtotal 4 (7.4) 5 (13.2)
Skin and appendages disorders Alopepsia 1(1.9) 0 (0.0)
Dermatitis 0 (0.0) 2 (56.3)
Sweating increased 0 (0.0) 2 (56.3)
Subtotal 1 (1.9 4 (10.5)
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Table 5. Continued
System-organ classes Symptom 2-6 weeks 10-14 weeks
Reproductive disorders, female Metrorrhagia 1(1.9) 0 (0.0
Menses onset delayed 0 (0.0) 1 (2.6)
Subtotal 1(1.9) 1(2.6)
Urinary system disorders Bladder retention 0 (0.0) 1 (2.6)
Nocturnal enuresis 0 (0.0) 1 (2.6)
Subtotal 0 (0.0) 2 (5.3
Vision disorders Hordeolum 0 (0.0) 1(2.6)
Total 54 (100.0) 38 (100.0)

Data are expressed number (%).

g & o F255E Mild (AHE H71E0H Qi e
‘Unlikely 7Fs4 A2y &2 715 A tH(Table 5).
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P AFHHF ZEFES] HlaE Mann-Whitney U-test
£ APttt

Z7] EALS vud A3 AT Adoks At A
§ 27] B 4B 27.83:4204 %0 27 HiF AF
© 80.73+14.66 kg, 7] BT BMIE 30.13+5.22 kg/m?%]
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29.19£5. 701K 0. x7] H AT 74.75+11.54 kgol A
o P AFDFR = 28.7743.65 kgm*JAt). BE &
oANA FAXCE FoF 2tol= YUK Table 6).
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Table 6. Basal Characteristics of Polycystic Ovary Syndrome
Patients with and without Oral Contraceptive Pill

With OCP  Without OCP

Variables (n=23) (n=43) P-value
Age (years) 27.83+4.29  29.19+5.70 0.321
Initial weight (kg) 80.73£14.66 74.75+11.54  0.164
Initial BMI (kg/m?)  30.13t5.22  28.77£3.65 0.353

Data are expressed meantstandard deviation.
OCP: oral contraceptive pill, BMI: body mass index.

Table 7. Comparison of Changes in Weight and Weight Loss Rate

With OCP  Without OCP
(n=23) (n=43)

80.73+14.66 74.75+11.54"  0.353

Variables P-value

Initial weight (kg)

Final weight (kg) 73.34%£13.99 68.57#10.76°  0.310
Weight loss (kg) 7.3913.42 6.17+2.80 0.168
Weight loss rate (%) 9.20+3.94 8.24+3.52 0.261

Data are expressed meantstandard deviation.
OCP: oral contraceptive pill.
P{0.05, Comparison before and after within-group treatment.

AT Fdeks Ak v?olWO o] guk-g A A
= 2-653k) 1274, 10-145
Hrt A B2 o]ANS- 5] 7&;,} 2-633}
o= ‘Possible (7}——5L)’°] SZﬂ, ‘Unlikely (7Fs4 A2
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Table 8. Adverse Events Reported from Polycystic Ovary Syndrome Patients with Oral Contraceptive Pill

System-organ classes Symptom 2-6 weeks 10-14 weeks
Gastro-intestinal system disorders Constipation 1 (8.3) 3 (25.0)
Nausea 1 (8.3) 2 (16.7)
Diarrhea 1(8.3) 0 (0.0
Dry mouth 1 (8.3) 0 (0.0)
Central & peripheral nervous Dizziness 1 (8.3) 1 (8.3)
system Disorders Shakiness 2 (16.7) 0 (0.0)
Paresthesia 1 (8.3 0 (0.0
Tingling 0 (0.0) 1 (8.3)
Psychiatric disorders Insomnia 2 (16.7) 0 (0.0
Body as a whole - general disorders Coldness 1 (8.3) 0 (0.0
Flank pain 1 (8.3) 0 (0.0)
Skin and appendages disorders Dermatitis 0 (0.0 1 (8.3)
Sweating increased 0 (0.0) 1 (8.3)
Reproductive disorders, female Menses onset delayed 0 (0.0 1 (8.3
Urinary system disorders Bladder retention 0 (0.0) 1 (8.3)
Vision disorders Hordeolum 0 (0.0) 1(8.3)
Total 12 (100.0) 12 (100.0)

Data are expressed number (%).
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