	Table 3. Fetal/neonatal treatment-emergent adverse events

	
	All DYD 
(30 mg)

(N = 518)
	Russia DYD
(30 mg)

(N = 108)
	All MVP 
(600 mg)

(N = 511)
	Russia MVP

(600 mg)

(N = 108)
	All

(N = 1029)

	Fetal/neonatal population, n (%)a

	At least one serious AE
	9 (4.2)
	0 (0.0)
	9 (5.7) 
	0 (0.0)
	18 (4.9)

	TEAEs of special interest relating to congenital, familial, and genetic disordersb 

	Congenital, familial, and genetic disorders
	5 (1.0)
	1 (1.0)
	6 (1.2)
	1 (1.0)
	11 (1.1)

	Congenital hand malformation
	0 (0.0)
	0 (0.0)
	1 (0.2)
	0 (0.0)
	1 (0.1)

	Talipes
	1 (0.2)
	0 (0.0)
	0 (0.0)
	0 (0.0)
	1 (0.1)

	Kidney malformation
	0 (0.0)
	0 (0.0)
	1 (0.2)
	0 (0.0)
	1 (0.1)

	Congenital hydrocephalus
	0 (0.0)
	0 (0.0)
	1 (0.2)
	0 (0.0)
	1 (0.1)

	Spina bifida
	0 (0.0)
	0 (0.0)
	1 (0.2)
	0 (0.0)
	1 (0.1)

	Tracheoesophageal fistula
	1 (0.5)
	0 (0.0)
	0 (0.0)
	0 (0.0)
	1 (0.1)

	Congenital tricuspid valve atresia
	0 (0.0)
	0 (0.0)
	1 (0.2)
	0 (0.0)
	1 (0.1)

	Interruption of aortic arch
	1 (0.2)
	0 (0.0)
	0 (0.0)
	0 (0.0)
	1 (0.1)

	Pulmonary artery atresia
	0 (0.0)
	0 (0.0)
	1 (0.2)
	0 (0.0)
	1 (0.1)

	Univentricular heart
	0 (0.0)
	0 (0.0)
	1 (0.2)
	0 (0.0)
	1 (0.1)

	Ventricular septal defect
	2 (0.4)
	0 (0.0)
	0 (0.0)
	0 (0.0)
	2 (0.2)

	Trisomy 21
	1 (0.2)
	1 (1.0)
	2 (0.4)
	1 (1.0)
	3 (0.3)

	Trisomy 13
	0 (0.0)
	0 (0.0)
	1 (0.2)
	0 (0.0)
	1 (0.1)

	Turner syndrome
	1 (0.2)
	0 (0.0)
	0 (0.0)
	0 (0.0)
	1 (0.1)

	Reproduced from H. Tournaye et al. [19]. Published by Oxford University Press on behalf of the European Society of Human Reproduction and Embryology (ESHRE) online at: https://academic.oup.com/humrep/article/32/5/1019/2993661/A-Phase-III-randomized-controlled-trial-comparing?searchresult=1.

aPercentages are calculated based on the infant population (i.e. N = 212 for the oral DYD group and N = 159 for the MVP group); bPercentages are calculated based on the safety sample. Detection and reporting of the congenital, familial, and genetic disorders occurred during with the pre‑ or post-natal period. Some fetuses/neonates had more than one disorder.

AE, adverse event; DYD, dydrogesterone; MVP, micronized vaginal progesterone; TEAE, treatment‑emergent adverse event.
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