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Afects of Anti Convulsant Drugs upon the Fetus 

Phenytoin 

Children born to mothers that take have also been known as: congenital 

hydantoin syndrome, Fetal Hydantoin Syndrome, Dilantin Embryopathy, or 

Phenytoin Embryopathy.   

Phenytoin sodium has been marketed as Phenytek by Mylan Laboratories, 

previously Bertek Pharmaceuticals, and Dilantin; Australia also Dilantin Kapseals 

and Dilantin Infatabs in the USA, Eptoin by Abbott Group in India and as Epanutin in 

the UK and Israel, by Parke-Davis 

Phenytoin has been given a pregnancy rating of D which means that there is positive 

evidence of human fetal risk based on adverse reaction data from investigational or 

marketing experience or studies in humans, but potential benefits may warrant use 

of the drug in pregnant women despite potential risks. 

 
 

Risks to the Fetus  
Phenytoin has been given category D rating by the 

FDA. There is positive evidence of human fetal risk 

based on adverse reaction data from investigational 

or marketing experience or studies in humans, but 

potential benefits may warrant use of the drug 

inpregnant women despite potential risks. 

  Dysmorphic features will sometimes occur in those born with  fetal hydatoin 

syndrome.  These include both craniofacial and distal limb abnormalities. The 

specific facial features include a broad nasal bridge, wide fontanel, epicanthic folds, 

short upturned nose, eye abnormalities, prominent and low set ears, wide mouth, 

cleft lip or palate, prominent lips and variations in the size and shape of the head.  

The specific distal limb abnormalities include the incomplete development of the 

distal bones of the finger and toes, finger like thumbs, small or absent nails, and 

altered palmar creases.  Recent studies have suggested that in utero exposure to 

phenytoin may result in significantly lower IQ scores, some sources have given this 

to be 12.5%  congenital heart disease complex of congenital heart defects consisting 

of pulmonary stenosis, interventricular septal defect, hypertrophy of right ventricle, 

and dextroposition of the aorta hypospadias, dislocation of the hip, Dural epidermal 

cyst, pyloric stenosis, diaphragmatic and inguinal hernias, Excessive growth of facial 

or body hairs, short neck, and colobomata 

 

There have also been several reported cases of malignancies, including 

neuroblastoma, in children whose mothers received phenytoin during pregnancy. 

The overall incidence of malformations for children of epileptic women treated with 
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antiepileptic drugs (phenytoin and/or others) during pregnancy is about 10, however, 

the relative contribution of antiepileptic drugs and other factors associated with 

epilepsy to this increased risk are uncertain and in most cases it has not been 

possible to attribute specific developmental abnormalities to particular antiepileptic 

drugs.   

 

The FDA have given Phenytoin a black box warning and it has been assigned to 

pregnancy category D by the FDA: There is positive evidence of human fetal risk 

based on adverse reaction data from investigational or marketing experience or 

studies in humans, but potential benefits may warrant use of the drug in pregnant 

women despite potential risks. 

A potentially life-threatening bleeding disorder related to decreased levels of vitamin 

K-dependent clotting factors may occur in new-borns exposed in utero to phenytoin. 

This drug condition can be prevented with vitamin K administration to the mother 

before delivery and to the neonate after birth. 
 

Postpartum period 

A potentially life-threatening bleeding disorder related to decreased levels of vitamin 

K-dependent clotting factors may occur in new-borns exposed to phenytoin in utero. 

This drug-induced condition can be prevented with vitamin K administration to the 

mother before delivery and to the neonate after birth.  This has also been associated 

with a risk of increased risk of miscarriage, neo natal and still born children.  
 

Phenytoin Breastfeeding Warnings 

Phenytoin is excreted into human milk in small 

amounts. Typical doses given to a nursing 

mother would be expected to result in very small 

infant doses (less than 5% of a typical dose for 

most infants). Breast-feeding is considered 

contraindicated by the manufacturer. The 

American Academy of Paediatrics classifies 

phenytoin as a drug which is "usually compatible 

with breast-feeding". The Academy notes one 

case of methemoglobinemia as a cause of possible concern. 

 

The NHS Choices website give the following guidance with regards to family 

planning and pregnancy:  

You should only take this medicine during pregnancy if your doctor thinks that you 
need it 
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You need to discuss your specific circumstances with your doctor to weigh up the 
overall risks and benefits of taking this medicine. You and your doctor can make a 
decision about whether you are going to take this medicine during pregnancy. 

If the decision is that you should not have Phenytoin, then you should discuss 
whether there is an alternative medicine that you could take during pregnancy. 

 

Phenytoin should only be given during pregnancy when there are no 

alternatives and benefit outweighs risk.  Please contact your  health 

practitioner should you have any concerns.  Do not stop taking your medicine 

without speaking to your doctor first. 
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http://www.ncbi.nlm.nih.gov/pubmed/8986270 
 
Oxcarbazepine versus phenytoin monotherapy for epilepsy. 
Nolan SJ1, Muller M, Tudur Smith C, Marson AG. 
http://www.ncbi.nlm.nih.gov/pubmed/23728645 
 
Risks to the offspring of women treated with hydantoin anticonvulsants, with 
emphasis on the fetal hydantoin syndrome. 
Hanson JW, Myrianthopoulos NC, Harvey MA, Smith DW. 
http://www.ncbi.nlm.nih.gov/pubmed/957016 
MRCPsych, Department of Child Health, 
University of Aberdeen; 
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Characteristics of fetal anticonvulsant syndrome associated autistic disorder  
AD Rasalam* BSc, Department of Medical Genetics, Aberdeen Royal Infirmary; JHG 
Williams MRCPsych, Department of Child Health, University of Aberdeen, Aberdeen, 
Scotland, UK.SJ Moore MRCP, Medical Genetics Program, Memorial University of 
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Department of Neonatal Medicine, Royal Aberdeen Children’s Hospital; JCS Dean 
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