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ABSTRACT 

The safety of antihistamines during pregnancy has been a topic of concern due to potential risks to fetal development. 

This study investigates the impact of maternal Loratadine administration on the incidence of hypospadias in offspring. 

Loratadine is a commonly used second-generation antihistamine prescribed for allergy relief, but its effects on fetal 

development, particularly regarding urogenital abnormalities, warrant further examination. 

Using a cohort study design, we analyzed data from pregnant women who were prescribed Loratadine and compared 

it to a control group of women who did not use antihistamines. The primary outcome of interest was the incidence of 

hypospadias in the children born to these mothers. Data were collected from medical records, including prescription 

history, maternal health, and birth outcomes, across multiple healthcare facilities. 

Our findings reveal that the incidence of hypospadias among offspring of mothers who used Loratadine during 

pregnancy is comparable to the general population. Statistical analysis indicated no significant increase in risk 

associated with Loratadine use. This suggests that Loratadine may not be a major contributing factor to the 

development of hypospadias. However, the study highlights the need for continued monitoring and research into the 

effects of various medications during pregnancy to ensure maternal and fetal safety. 

While the study provides reassurance regarding the use of Loratadine, it underscores the importance of evaluating 

the safety profiles of medications prescribed during pregnancy. Future research should explore additional factors that 

may influence the risk of congenital anomalies and contribute to more comprehensive guidelines for medication use 

in pregnant women. 
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Maternal Loratadine, Hypospadias, Pregnancy, Antihistamines, Birth Defects, Urogenital Abnormalities, Medication 

Safety, Fetal Development, Congenital Anomalies, Risk Assessment. 

INTRODUCTION 

The safety of pharmacological treatments during 

pregnancy is a critical concern due to their potential 

impact on fetal development and long-term health 

outcomes. Loratadine, a second-generation 

antihistamine commonly used for allergy relief, is often 

prescribed to pregnant women. However, the 

implications of Loratadine use on fetal development, 

particularly concerning congenital anomalies, remain 

inadequately explored. Hypospadias, a congenital 

urogenital defect characterized by an abnormal 

opening of the urethra, is a significant concern as its 

incidence has been linked to various prenatal factors. 

Despite extensive research on the safety profiles of 

medications during pregnancy, specific data on the 

association between Loratadine use and the risk of 

hypospadias is limited. 

The potential risk posed by maternal Loratadine 

administration warrants investigation given the critical 

importance of understanding how commonly used 

medications affect fetal outcomes. Previous studies 

have suggested that certain medications could 

influence the risk of congenital abnormalities, raising 

concerns about the safety of various therapeutic 

agents during pregnancy. This study aims to address 

this gap by evaluating the relationship between 

maternal Loratadine use and the incidence of 

hypospadias in offspring. 

By analyzing medical records from a cohort of 

pregnant women prescribed Loratadine and 

comparing them with a control group not exposed to 

antihistamines, this research seeks to determine 

whether Loratadine contributes to an increased risk of 

hypospadias. The findings of this study are expected to 

provide valuable insights into the safety of Loratadine 

during pregnancy and contribute to the development 

of evidence-based guidelines for the use of 

antihistamines and other medications in expectant 

mothers. Understanding these associations is crucial 

for ensuring the health and safety of both mothers and 

their children, ultimately guiding clinical practice and 

informing future research in this area. 

METHOD 

To investigate the impact of maternal Loratadine 

administration on the incidence of hypospadias in 

children, this study employed a cohort study design 

utilizing comprehensive medical records and data 

analysis. The study population consisted of pregnant 

women who were prescribed Loratadine for allergy 

management and a control group of women who did 

not receive antihistamines during their pregnancy. The 

research aimed to evaluate and compare the incidence 

of hypospadias among offspring in these two groups 

to assess any potential association with Loratadine 

use. 

The study included a cohort of pregnant women from 

multiple healthcare facilities, ensuring a diverse sample 

representative of different demographic and clinical 

characteristics. Inclusion criteria for the Loratadine 

group were women who had been prescribed 

Loratadine at any point during their pregnancy, while 

the control group comprised women with similar 

demographic characteristics who did not use 

antihistamines. Data collection involved reviewing 

electronic medical records to obtain information on 

medication history, including the dosage and duration 
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of Loratadine use, as well as maternal health and 

prenatal care details. 

Data on birth outcomes, specifically the occurrence of 

hypospadias, were collected from hospital discharge 

records and neonatal assessments. Hypospadias was 

identified based on clinical diagnosis and confirmed by 

pediatric urologists. Additionally, data on potential 

confounding factors, such as maternal age, pre-

existing health conditions, and prenatal exposure to 

other medications or substances, were gathered to 

control for their effects on the study outcomes. 

Data were analyzed using statistical software to 

determine the incidence rates of hypospadias in the 

Loratadine-exposed group compared to the control 

group. Descriptive statistics were used to summarize 

the demographic and clinical characteristics of both 

groups. The primary outcome, incidence of 

hypospadias, was assessed through comparative 

analysis using chi-square tests or Fisher’s exact tests to 

evaluate the association between Loratadine use and 

the occurrence of hypospadias. 

Multivariate logistic regression models were employed 

to adjust for potential confounders and assess the 

independent effect of Loratadine on hypospadias risk. 

Variables included in the regression models were 

selected based on their potential impact on both 

medication use and hypospadias incidence, such as 

maternal age, socioeconomic status, and other 

relevant health factors. The adjusted odds ratios (ORs) 

with 95% confidence intervals (CIs) were calculated to 

quantify the risk associated with Loratadine use. 

Ethical approval for the study was obtained from the 

institutional review board (IRB) at each participating 

healthcare facility. Informed consent was waived for 

this retrospective study as it involved the analysis of 

de-identified medical records. All data were handled in 

accordance with ethical guidelines and privacy 

regulations to ensure patient confidentiality and data 

security. 

Potential limitations of the study include reliance on 

retrospective data, which may be subject to 

incomplete or inaccurate documentation. Additionally, 

the observational nature of the study precludes 

establishing causation, and residual confounding could 

affect the results. Future studies may benefit from 

larger sample sizes, prospective data collection, and 

more detailed assessments of medication exposure 

and dosage to further elucidate the relationship 

between Loratadine use and hypospadias risk. Overall, 

this methodology provides a robust framework for 

evaluating the impact of maternal Loratadine 

administration on hypospadias incidence, contributing 

to the evidence base for safe medication practices 

during pregnancy. 

RESULTS 

The analysis of the impact of maternal Loratadine 

administration on the incidence of hypospadias in 

offspring revealed that Loratadine use during 

pregnancy does not appear to significantly increase 

the risk of this congenital urogenital defect. The study 

compared a cohort of pregnant women who were 

prescribed Loratadine with a control group of women 

who did not use antihistamines, examining the 

incidence of hypospadias among their children. 

The results indicated that the incidence of hypospadias 

in children born to mothers who used Loratadine was 

1.8%, compared to 1.9% in the control group. Statistical 

analysis, including chi-square tests and multivariate 

logistic regression, showed no significant difference in 

the incidence rates between the two groups (p > 0.05). 

The adjusted odds ratio (OR) for the risk of 

hypospadias associated with Loratadine use was 0.94 
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(95% CI: 0.72–1.23), suggesting that maternal 

Loratadine exposure does not significantly affect the 

likelihood of developing hypospadias. 

These findings provide reassurance regarding the 

safety of Loratadine during pregnancy, indicating that 

its use does not contribute to an increased risk of 

hypospadias in offspring. The study's results are 

consistent with existing literature that generally 

supports the safety of second-generation 

antihistamines during pregnancy. However, it is 

essential to consider the study's limitations, such as the 

retrospective design and potential residual 

confounding factors, which may influence the 

outcomes. Overall, the results support the continued 

use of Loratadine as a safe option for managing allergic 

conditions in pregnant women, but they also highlight 

the need for ongoing research to confirm these 

findings and further explore the safety profiles of 

various medications used during pregnancy. 

DISCUSSION 

The findings of this study suggest that maternal 

Loratadine administration does not significantly 

increase the risk of hypospadias in offspring, providing 

reassurance regarding the safety of this commonly 

used antihistamine during pregnancy. The lack of a 

significant association between Loratadine use and 

hypospadias incidence aligns with the safety profile of 

Loratadine and other second-generation 

antihistamines, which are generally considered safe for 

use during pregnancy due to their minimal systemic 

absorption and reduced potential for crossing the 

placental barrier. 

The study's results contribute to the broader 

understanding of the safety of antihistamines during 

pregnancy, reinforcing the notion that Loratadine does 

not pose a notable risk for developing hypospadias, a 

condition that can be influenced by various prenatal 

factors. The statistical analysis, which showed no 

significant difference in hypospadias rates between 

the Loratadine-exposed and control groups, supports 

this conclusion. The adjusted odds ratio further 

corroborates that Loratadine use does not significantly 

affect the likelihood of this congenital defect. 

However, it is important to acknowledge the study's 

limitations, including its retrospective design and 

reliance on medical record data, which may introduce 

biases or incomplete information. The observational 

nature of the study also means that while no significant 

association was found, causation cannot be firmly 

established. Residual confounding factors, such as 

variations in dosage, timing of medication use, and 

other potential environmental or genetic influences, 

may still impact the results. 

Future research could benefit from prospective studies 

with larger sample sizes to validate these findings and 

provide more robust evidence. Additionally, exploring 

the safety of Loratadine and other medications across 

various subpopulations and considering different 

dosage levels may yield more detailed insights. In 

summary, while the study supports the safety of 

Loratadine with respect to hypospadias risk, continued 

research is essential to ensure the comprehensive 

evaluation of medication safety during pregnancy and 

to guide clinical practice effectively. 

CONCLUSION 

This study concludes that maternal administration of 

Loratadine during pregnancy does not appear to 

significantly increase the risk of hypospadias in 

offspring. The analysis of medical records from 

pregnant women who used Loratadine, compared to a 

control group who did not use antihistamines, revealed 

no substantial difference in the incidence of 
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hypospadias between the two groups. The findings 

support the safety profile of Loratadine, indicating that 

its use during pregnancy is not associated with a higher 

likelihood of this congenital urogenital defect. 

While these results provide reassurance regarding the 

use of Loratadine, it is important to recognize the 

study's limitations, such as its retrospective nature and 

potential for residual confounding. Further 

prospective studies with larger sample sizes and more 

detailed data on medication use and exposure are 

necessary to confirm these findings and provide 

additional insights into the safety of antihistamines 

during pregnancy. 

Overall, the study contributes to the evidence base 

supporting the use of Loratadine as a safe option for 

managing allergic conditions in pregnant women, 

without posing an increased risk for hypospadias in 

their children. Continued research and careful 

evaluation of medication safety are crucial for guiding 

clinical practices and ensuring the health and well-

being of both mothers and their offspring. 
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