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Postmarketing Surveillance Study on the Efficacy and Safety
of Phendimetrazine in Patients with Obesity
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Jin Mok Kim®, Moon Kuk Kang’, In Soon Ahn®, Young Gyu Park’
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®Paradise Clinic, 7Chungdamwhite Clinic, 8Yonsei Pediatric Clinic, 9Daejin Medical Center

Background: In Korea, phendimetrazine has been widely used for the treatment of obesity in primary care since
2001. However, there have been very few studies on the safety and efficacy of phendimetrzine. In order to in-
vestigate the safety and efficacy of phendimetrazine prescribed in primary care, a postmarketing surveillance
study was undertaken.

Methods: Atotal of 1,015 (male 41, female 974) patients with obesity (BMI>27) were enrolled from 28 primary
care physicians in Korea from September 2006 to November 2007. The patients were regularly observed to as-
certain the safety and efficacy of phendimetrazine at intervals of 4, 8 and 12 weeks.

Results: Of the 1,015 patients enrolled, 916 (90.2%) returned for safety evaluation and 907 (89.4%) for efficacy
assessment. In all, 555 (61.2%) of 907 patients had lost 5% or more of body weight. Mean weight loss was 5.0
kg (SD 4.0). Atotal of 437 adverse events (AEs) were reported from 298 patients (32.5%). The most prevalent
adverse event was insomnia (9.0%), followed by dry mouth (8.6%), tachycardia (5.7%), headache (3.7%), diz-
ziness (3.3%), palpitation (2.9%), constipation (2.4%), anxiety (2.0%), tremor (1.9%) and nausea (1.6%).
Nineteen patients (4.4%) discontinued taking phendimetrazine as a direct result of AEs. No serious AEs were
reported. During the 12 weeks of treatment, phendimetrazine was continued by 57.4% and discontinued by
42.6%. Women, young age, high education, combined therapy, good compliance, new user, and occurrence of
AE were associated with good efficacy (P<0.05).

Conclusions: The adverse events of phendimetrazine were common, even though phendimetrazine was quite
effective for weight loss and well tolerated.
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Table 1. Baseline characteristics of 1,015 patients with
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obesity
No (%)
Gender
Male 41 (4.0
Female 974 (96.0)
Age (yr)
<30 395 (38.9)
30~39 280 (27.6)
40~49 235 232)
>50 105 (10.3)
mean+SD 35.2+10.9
Marital status
Married 535 (55.6)
Single/divorced 428 (44.4)
Education (yr)
<12 52 (57)
12 399 (44.1)
>12 454 (50.2)
Income (10,000 won/month)
<200 141 (17.7)
200~399 443 (55.4)
>400 215 (269)
Smoking
Non-smoker 723 (73.3)
Ex-smoker 42 (43)
Smoker 21 (22.4)
Alcohol
Non-drinker 365 (37.1)
Drinker 619 (62.9)
Physical activity
Mild 747 (75.9)
Moderate 197 (20.0)
Severe 40 (41)
Previous anti-obesity medication
No 673 (67.1)
Yes 330 (32.9)
Initial dose of phendimetrazine (37.0)
0.5 375 ( 28)
0.75 28 ’
(585)
1.0 593 (13
125-15 13 (03
2030 5 '
Concomitant anti-obesity medication
No 132 (13.0)
Yes 883 (87.0)
Non-invasive procedure for weight reduction
No 468 (6.1)
Yes 547 (53.9)
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l—’ Loss of follow-up

Subjects for safety analysis 2
916

Lack of follow-up anthropometry
9

Subjects for efficacy analysis
907

Fig. 1. Schematic presentation of subjects selection.

Table 2. Compliance and reason for withdrawal of phendi-
metrazine

Ttems (No of subjects) No (%)
Continuation of 12 week treatment (907)
Yes 521 (57.4)
No 386 (42.6)

Compliance among patients with 12 week
treatment (521)

> 80% 346 (66.4)
< 80% 175 (33.6)
Reason for withdrawal (386)

No visit 186 48.2)
Effective reduction of weight 75 (19.4)
No effect 59 (15.3)
Reject medication 27 (7.0
Adverse events 15 (3.9
Others 24 (6.2)
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Fig. 2. Mean percent changes of anthropometry and blood
pressure after 12 week treatment of phendimetrazine .

Table 3. Changes of anthropometry and blood pressures
after 12 week treatment of phendimetrazine
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Table 4. Adverse events reported by 916 patients with

phendimetrazine

No (%)
Insomnia 83 9.1)
Dry mouth 81 (8.8)
Tachycardia 52 (5.7)
Headache 34 (3.7)
Dizziness 30 (3.3)
Palpitation 27 (2.9
Constipation 22 (2.4)
Anxiety 18 (2.0)
Tremor 17 (1.9)
Nausea 15 (1.6)
Dyspepsia 12 (1.3)
Diarrhea 9 (1.0)
Urticaria 5 (0.5)
Dysphoria 4 (0.4)
Sweating 4 (0.4)
Heartburn 2 0.2)
Blurred vision 2 0.2)
Irregular menstruation 2 (0.2)
Flushing 2 0.2)
Skin rash 2 0.2)
Weakness 2 0.2)
Depression 1 (0.1)
Erectile dysfunction 1 (©.1)
Elevated ALT 1 (0.1)

“Alanine aminotransferase

Table 5. Assessment and outcomes of 437 adverse events

of phendimetrazine

mean+SD - No (%)
Body weight (kg) Sevirﬁiéy 362 (82.8)
change 5.0+ 4.0 kg Moderate 67 (15.4)
% change -6.9+ 5.3% Severe 8 ( 18)
Body mass index (kg/m’ . ’
ch}:mge (ke/m) -2.0+ 1.6 CausahFX
. R Definite 40 (9.1
% change 6.9+ 53% Probable 262 (59.8)
Waist circumference (cm) Possible 115 (26.3)
change -43+ 3.8 cm Unlikely 21 ( 4.8)
% change 4.9+ 4.1% Medication status
Hip circumference (cm) Continuation 382 (87.2)
change -4.1+13.5 cm Dose reduction 36 (82
% change 3.7+ 44% Withdrawal 19 (4.4)
Systolic pressure (mmHg) Re-administration 1 (02
change -0.1+11.2 mmHg Outcomes of adverse events
% change 0.5+ 9.1% Disappearance 274 (63.0)
Diastolic pressure (mmHg) Improvement 138 (31.7)
change -0.8+ 8.9 mmHg Persistence 22 (5.1)
% change -0.4+11.5% Agoravation 1 (0.2
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Table 6. Factors associated with the efficacy of phendime-
trazine

Crude Adjusted’
OR 95% CI  OR  95% CI
Gender
Male 1.00 - 1.00 -
Female 043 (0.21-0.86) 022 (0.09-0.55)
Age (1)
<30 1.00 - 1.00 -
30~39 103 (0.74-144) 115 (0.64-2.06)
4049 096 (0.68-138) 120 (0.65-2.23)
>50 1.64 (1.05-2.56) 233 (1.10-4.96)
Marital status
Married 1.00 - 1.00 -
Single/divorced 1.20  (0.91-1.58) 1.19 (0.59-2.41)
Education (yr)
<12 1.00 - 1.00 -
12 0.34 (0.18-0.65) 0.31 (0.09-1.00)
>12 025 (0.13-046) 017 (0.05-0.60)
Income (10,000 won/month)
<200 1.00 - 1.00 -
200-399 041 (0.27-0.63) 090 (0.44-1.84)
>400 0.51 (0.32-0.82) 0.96 (0.44-2.09)
Smoking, current 2.89 (2.06-4.04) 172 (0.85-3.46)
Alcohol, drinking 1.15 (0.87-1.52) 0.71 (0.45-1.13)
Physical activity
Mild 1.00 - 1.00 -
Moderate/Severe 0.72 (0.52-1.00) 0.86 (0.54-1.38)
Body mass index
<27.0 1.00 - 1.00 -
27.0-29.9 024 (0.17-033) 031 (0.18-0.52)
=30 026 (0.18-0.38) 0.19 (0.11-0.35)
Previous anti-obesity 171  (1.29-2.28) 1.63 (1.06-2.50)

medication, yes

Concomitant anti-obesity 0.73  (0.50-1.08) 0.39 (0.23-0.66)
medication, yes

Non-invasive procedure for 130 (1.00-1.71) 1.20 (0.80-1.80)
weight reduction, yes

Continuation of 12 week 0.18 (0.14-0.24) 0.09 (0.05-0.14)
treatment, yes

Compliance, >80% 155 (1.01-2.40) 0.52 (0.22-1.25)

Adverse events, yes 0.31 (0.23-0.43) 0.41 (0.26-0.64)

*Unconditional logistic regression, including terms for gender, age,
education, income, smoking and body mass index
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