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Objective

Phendimetrazine is an amphetamine analogue that acts as a sympathomimetic with anorectic properties, used for weight loss.
There is scarce information on the safety of phendimetrazine associated with fetal anomaly when used early in pregnancy. Some
studies suggested that use of phendimetrazine during pregnancy may increase the risk of cleft lip and palate, and congenital
diaphragmatic hernia. The aim of the study was to evaluate fetal outcomes among pregnant women who were inadvertently exposed
to phendimetrazine in early pregnancy.

Methods

Total 62 singleton pregnant women who were inadvertently exposed to phendimetrazine during early pregnancy were
prospectively followed up (twin pregnancy was excluded). In addition, 122 age and gravity matched pregnant women were not
exposed to any potential teratogenic agent during pregnancy were recruited as controls.

Results

Mean age of exposed women was 33.2 +£4.9 years, with mean gravity was 2.2+1.1 and mean gestational weeks at exposure
was 4.2 +2.0. All gestations were confirmed by ultrasonography. Of exposed women, 3 (1.0%) had spontaneous abortions, 2
had artificial abortion, 23 cases were lost to follow-up and 7 cases were transferred to other hospital. Therefore, 26 pregnancies
inadvertently exposed to phendimetrazine were evaluated. Two babies had abnormal outcome: one had choroid plexus cyst,
another baby had bilateral equinovarus. In control group, 11 babies were born with abnormal outcome (7.7% vs. 12.0%; P=0.54;
odds ratio, 0.61; 95% confidence interval, 0.12 to 2.96).

Conclusion
These preliminary results suggest that phendimetrazine may not pose substantial fetal risks. Although more information is needed,
there is a critical need for further research on medication used during pregnancy.
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Phendimetrazine

Exposed group
62

Follow-up loss: 23

Transfer: 7

Preconception counseling: 1
Avrtificial abortion: 2

Spontaneous abortion: 3
Intrauterine fetal death: 0

|

No fetal anomaly: 24

Fetal anomaly: 2

Low birth weight: 0
Preterm delivery: 0

Control group
122

Follow-up loss: 16

Transfer: 9

Preconception counseling: 0
Avrtificial abortion: 1

Spontaneous abortion: 4
Intrauterine fetal death: 0

|

No fetal anomaly: 81

Fetal anomaly: 11

Low birth weight: 1
Preterm delivery: 1

Fig. 1. Clinical course of pregnancy.
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Table 1. Pregnancy outcomes of women who were exposed to phendimetrazine during first trimester of pregnancy

=]
o1
o 5

Valuables Exposed (n=29) Control (n=96) P-value
Spontaneous abortion 3 4 0.21
Gestational age at delivery (wk) 39.11+£0.98 39.03+1.24 0.76
Birth weight (g) 3,273.7 + 382 3,254.0 + 422 0.89
Apgar score

1 min 84 +144 8.53+0.76 0.57

5 min 9.12+0.78 9.22 +0.63 0.48
Fetal anomaly 2°(7.7) 11°(12.0) 0.54
Low birth weight (<2,500 g) 0 1 1.00
Preterm delivery (<37 wk) 0 1 1.00

Values are presented as mean =+ standard deviation or number (%).
*Choroid plexus cyst, relative short long bone.

*Brachycephaly, small sized stomach, prominent renal pelvis (n=7), foot deformity, pulmonary artery is larger than ascending aorta.
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Table 2. Demographic characteristics between exposed and control groups

Characteristics Exposed (n=29) Control (n=96) P-value
Age (yr) 33.2+49 31.7+43 0.54
Gravity (n) 22+1.1 23+13 0.58
Parity (n) 06+0.8 0.7+0.7 0.57
Prepregnancy body weight (kg) 62.4+838 555+ 7.6 <0.01
Postpregnancy body weight (kg) 773 +10.6 68.4+9.7 <0.01
Body mass index (kg/m?) 23.9+3.1 21.2+2.7 <0.01
Living child (n) 06+0.8 0.7+0.7 0.20
Gestational age at exposure of phendimetrazine (wk) 42+20
(median, 4.2; range, 0-9.6)

Alcohol

Maternal exposure 15 (51.7) 35(36.5) 0.94

Gestational age at exposure (wk) 45+1.0 42+14 0.93

Dose of exposure (0z) 2.1 +1.7 29+25 0.22
Cigarette smoking

Maternal exposure 3(10.3) 8(8.3) 0.48

Gestational age at exposure (wk) 4.7 +0.5 53+ 1.3 0.32

Dose of exposure (cigarette) 4.8 +3.8 7.0+6.3 0.51
Sauna

Maternal exposure 7(21.8) 24 (24.9) 0.92

Gestational age at exposure (wk) 43+2.0 5.2+ 1.6 0.43

Dose of exposure (min) 80+28 93 +4.1 0.41
Radiation

Maternal exposure 4(12.5) 22 (22.9) 0.20

Gestational age at exposure (wk) 39+1.7 34+2.1 0.71

Dose of exposure (mSv) 13.89 + 35.59 05+0 0.85

Values are presented as mean =+ standard deviation or number (%).
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