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Overview of cases used in the training and validation sets. Both generic names and reported reactions are shown. Clinical details can be provided upon request. Please note that the causality of the cases does not have to be proven. 

Training set

	Nr
	Generic name drug(s)
	Reported reaction(s)

	1
	fibrinogen concentrate
	Spontaneous abortion

	2
	omeprazole
	Foetal death in utero

	3
	oxaliplatin / methadone / 5-fluorouracil / folic acid
	Intrauterine growth restriction

	4
	clozapine
	Scaphocephaly

	5
	clozapine
	Microcephaly

	6
	clozapine
	Atrial septal defect, ventricular septal defect

	7
	clozapine
	Gastrointestinal malformation

	8
	clozapine
	Cryptorchism, flat philtrum, facial dysmorphism

	9
	clozapine
	No adverse outcome

	10
	methylphenidate
	Foetal growth restriction

	11
	escitalopram
	Intrauterine death

	12
	labetalol hydrochloride and methyldopa
	Mild/moderate hearing impaired, deafness congenital. Damaged nerve cells in cochleae.

	13
	acitretin
	Intrauterine death

	14
	tioguanine
	Intrauterine death

	15
	pertussis vaccine
	Intrauterine death

	16
	adalimumab
	Intrauterine death

	17
	citalopram
	Intrauterine death

	18
	pertussis vaccine
	Foetal movement increased, baby became very hyperactive for a couple of hours

	19
	salmeterol/fluticasone inhaler
	No adverse outcome

	20
	clomipramine
	Transition problem newborn

	21
	miconazole, brand and batch number provided
	Miscarriage

	22
	lithium carbonate
	Neonatal withdrawal syndrome /prematurely born

	23
	pertussis vaccine
	No adverse outcome

	24
	pertussis vaccine
	Worsening of pelvic girdle pain and sciatica

	25
	azathioprine / Vedolizumab
	Neutropenia neonatal

	26
	pregabalin
	Withdrawal symptoms neonate

	27
	fingolimod
	Abortion, urinary infection, symptoms of bladder infection

	28
	fingolimod
	No adverse outcome

	29
	fingolimod
	No adverse outcome

	30
	fingolimod
	No adverse outcome

	31
	fingolimod
	Miscarriage

	32
	fingolimod
	Gestational diabetes, pre-eclampsia

	33
	fingolimod
	Mild cramping and blighted ovum

	34
	fingolimod
	Vaginal bleeding, pre-eclampsia

	35
	fingolimod
	Miscarriage

	36
	fingolimod
	Chromosomal deletion

	37
	fingolimod
	Miscarriage

	38
	fingolimod
	Gestational diabetes

	39
	fingolimod
	No adverse outcome

	40
	omeprazole
	Third nipple (baby)

	41
	paracetamol
	Duodenal atresia (baby)

	42
	salbutamol inhalation
	Hypospadias (baby)

	43
	Hydrocortisone cream
	Hip dysplasia (baby)

	44
	etanercept
	Premature baby, problems with breathing and temperature

	45
	codeine
	Gestational diabetes

	46
	pregabalin
	Eczema (mother)

	47
	acetylsalicylic acid
	Severe nausea

	48
	salbutamol inhalation
	No adverse outcome

	49
	multivitamin for pregnancy
	Miscarriage

	50
	paracetamol
	Miscarriage

	51
	antibiotics - non specified
	No adverse outcome

	52
	tapentadol                                                                                                                                     
	Jittery, withdrawal symptoms

	53
	sertraline                                                   
	No adverse outcome

	54
	 citalopram                                                    
	Neonatal complication

	55
	hydrocortisone                                                                                          
	Obstetric cholestasis

	56
	enemas - non specified                                           
	Intrauterine death

	57
	haloperidol                         
	Spontaneous abortion

	58
	mirtazapine                                                    
	No adverse outcome

	59
	 colchicine                                                    
	No adverse outcome

	60
	trimethoprim                                                    
	Congenital absence of both lower leg and foot 

	61
	 clomiphene                                                    
	Ectopic pregnancy 

	62
	entecavir 
	Miscarriage

	63
	venlafaxine
	Ectopic pregnancy

	64
	measles vaccine (brand name not specified)
	Preterm labour

	65
	tickbornvaccine / Pertussis Tetanus Diphtheria vaccine
	No adverse outcome

	66
	vitamin D3 / vitamin B12 / Acidodermil / Prednisone / azathioprine / pregabalin
	Postpartum haemorrhage 

	67
	carbamazepine
	Delivery by elective caesarean section

	68
	mephedrone
	Premature delivery 

	69
	Dequalinium chloride
	Non-progressive pregnancy

	70
	levonorgestrel / mumps measles rubella vaccine
	Hypertrophic placental calcifications, funiculitis and acute chorioamnionitis

	71
	yellow fever vaccine
	Nevus flammeus on the lip

	72
	Neo Citran / Makatussin
	Small for gestational age without additional problems

	73
	ustekinumab / citalopram 
	No adverse outcome

	74
	lorazepam / lamictal / quetiapine /oxycodon / duloxetine
	Premature delivery

	75
	quetiapine
	Cholestasis of pregnancy

	76
	secukinumab / carbimazole
	Neonatal jaundice

	77
	salbutamol / carbamazepine / zonisamide 
	Isolated agenesis of the corpus callosum

	78
	vortioxetine
	No adverse outcome

	79
	fingolimod
	Cervical incompetence

	80
	fingolimod
	Premature delivery

	81
	fingolimod
	Gestational diabetes

	82
	fingolimod
	No adverse outcome

	83
	fingolimod
	No adverse outcome

	84
	fingolimod
	Respiratory failure in newborn

	85
	fingolimod
	Ectopic pregnancy

	86
	fingolimod
	Miscarriage

	87
	fingolimod
	First baby fluid around heart and brain malformation in first and second baby

	88
	fingolimod
	Neonatal death

	89
	fingolimod
	Chromosomal deletion

	90
	fingolimod
	Callosum agenesis, mesocardiac and syndactyle finger both sides. 

	91
	fingolimod
	Foetal distress

	92
	fingolimod
	No adverse outcome

	93
	fingolimod
	Brachycephaly (infant)



Validation set 

	94
	etanercept
	Pre-eclampsia

	95
	carboplatin / paclitaxel
	Intrauterine growth restriction

	96
	etanercept
	Unspecified infection in the neonate

	97
	methotrexate and misoprostol
	Limb anomalies, microcephaly

	98
	clozapine
	Talipes

	99
	clozapine
	Gastroschisis

	100
	clozapine
	Ventricular septal defect

	101
	clozapine
	Dysmorphism, abnormal palmar/plantar creases

	102
	propylthiouracil 
	Edwards syndrome, trisomy 17

	103
	propylthiouracil 
	Anterior placed anus, bilateral clubfoot, micrognathia

	104
	propylthiouracil 
	Isolated hypospadias of the penile shaft

	105
	propylthiouracil 
	Hypoplasia of the lungs

	106
	eculizumab
	Premature delivery at 36 weeks

	107
	eculizumab
	Hypoglycaemia neonatal

	108
	sertraline
	Spontaneous abortion

	109
	methyldopa
	Hypothermia and hyperhidrosis

	110
	ixekizumab, tofacitinib
	Spina bifida

	111
	pertussis vaccine
	Chorioamnionitis

	112
	pertussis vaccine
	No adverse outcome

	113
	fluoxetine
	Neonatal respiratory depression

	114
	rhesus(D)immunoglobulin
	Foetal heart rate increased

	115
	pertussis vaccine
	Foetal death and abruptio placentae

	116
	fingolimod
	No adverse outcome

	117
	fingolimod / carbamazepine
	Miscarriage

	118
	fingolimod
	No adverse outcome

	119
	fingolimod / carbamazepine
	No adverse outcome

	120
	fingolimod
	No adverse outcome

	121
	fingolimod
	Spontaneous abortion

	122
	fingolimod
	Gestational diabetes

	123
	fingolimod
	Foetal heartbeat absent

	124
	fingolimod
	No adverse outcome

	125
	fingolimod
	Spontaneous abortion

	126
	fingolimod
	Foetus with no heartbeat

	127
	fingolimod
	Foetal bradycardia, later heartbeat absent

	128
	nitrofurantoin
	problems with body temperature and feeding [baby]

	129
	Calcium carbonate / magnesium carbonate 
	Problems with body temperature and upper respiratory tract infection [baby]

	130
	Paracetamol
	Single umbilical artery

	131
	ferrogradumet
	Problems with sugar levels (baby)

	132
	temazepam
	Silent reflux and cramps (baby)

	133
	ondansetron
	Milk protein allergy (baby)

	134
	ciclesonide
	Hypoglycaemia

	135
	triamcinolone acetonide cream
	Gestational diabetes

	136
	Calcium carbonate / magnesium carbonate
	No adverse outcome

	137
	Ibuprofen
	No adverse outcome

	138
	pertussis vaccine
	No adverse outcome

	139
	Paracetamol
	Miscarriage

	140
	sertraline
	Premature rupture of membranes

	141
	azathioprine
	No adverse outcome

	142
	pertussis vaccine
	High blood pressure (mother)

	143
	xylometazoline nasal spray
	Pelvic instability (mother)

	144
	progesterone
	Gestational diabetes

	145
	Paracetamol / vitamin C
	No adverse outcome

	146
	sertraline
	Vaginal bleeding

	147
	sertraline
	Conjugated hyperbilirubinemia

	148
	ondansetron
	No adverse outcome

	149
	etanercept                                                            
	Vaginal bleeding

	150
	calcium-vitamin D3 supplement                                                     
	Varicose veins of leg with eczema: 

	151
	methenamine                                                                                 
	No adverse outcome.

	152
	duloxetine
	Spontaneous Abortion

	153
	mirtazapine                                                    
	Spontaneous Abortion

	154
	sertraline                                                   
	Spontaneous Abortion

	155
	methylphenidate                                                                                                            
	Hyperemesis and vaginal bleeding                      

	156
	trihexyphenidyl                                                    
	No adverse outcome

	157
	theophylline                                                 
	Prolonged jaundice

	158
	varicella vaccine                                                  
	No adverse outcome

	159
	loratadine                                                   
	No adverse outcome

	160
	terbinafine                                                    
	Talipes equinovarus left foot

	161
	clarithromycin                                                   
	Craniosynostosis

	162
	triamcinolone                                                    
	No adverse outcome

	163
	Olbas oil
	No adverse outcome

	164
	solifenacine
	Overactive bladder

	165
	adapalene
	Lymphangioma and other congenital malformations of abdominal wall

	166
	alprazolam / fluoxetine 
	Trisomy 21 and Klinefelter syndrome

	167
	Mesalazine
	Encounter for caesarean delivery without indication

	168
	diphenhydramine / lorazepam / alprazolam / tizanidine / levocetirizine 
	Gestational diabetes

	169
	nifedipine
	No closure of the ductus arteriosus

	170
	Hepatitis A vaccine / valacyclovir / Yellow fever vaccine
	Intrauterine growth retardation

	171
	valaciclovir / natalizumab
	Disorders of newborn related to foetal growth and foetal malnutrition.

	172
	infliximab
	No adverse outcome

	173
	Lamotrigine / quetiapine / sertraline
	Congenital heart disease

	174
	fingolimod
	Atrial septal defect

	175
	fingolimod
	Common cold (baby)

	176
	fingolimod
	No adverse outcome

	177
	fingolimod
	Foetal heartbeat absent

	178
	fingolimod
	Hyperbilirubinemia

	179
	fingolimod
	No adverse outcome

	180
	fingolimod
	Spontaneous abortion

	181
	fingolimod
	No adverse outcome

	182
	fingolimod
	Bilateral hip dysplasia

	183
	fingolimod
	No adverse outcome

	184
	fingolimod
	Brain lesion (reported in 5-year-old child)

	185
	fingolimod
	No adverse outcome

	186
	fingolimod
	No adverse outcome
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A: Coordinates of the ROC curve, poor to moderate
	Positive if Greater Than or Equal Toa
	Sensitivity
	1 - Specificity

	12,333
	1,000
	1,000

	17,778
	,988
	1,000

	24,444
	,988
	,667

	27,222
	,976
	,556

	31,536
	,976
	,444

	37,647
	,976
	,333

	41,875
	,964
	,222

	44,952
	,952
	,222

	46,410
	,952
	,111

	46,863
	,893
	,111

	47,339
	,857
	,111

	48,810
	,845
	,111

	51,667
	,833
	,111

	53,590
	,786
	,111

	54,423
	,762
	,111

	55,278
	,726
	,111

	55,903
	,714
	,111

	57,072
	,714
	,000

	58,114
	,702
	,000

	59,167
	,667
	,000

	60,769
	,571
	,000

	62,019
	,560
	,000

	63,603
	,548
	,000

	64,853
	,536
	,000

	65,833
	,500
	,000

	67,544
	,405
	,000

	68,586
	,393
	,000

	68,990
	,381
	,000

	69,615
	,333
	,000

	70,294
	,321
	,000

	71,961
	,310
	,000

	74,167
	,274
	,000

	75,962
	,262
	,000

	78,462
	,238
	,000

	81,176
	,202
	,000

	82,843
	,190
	,000

	83,974
	,179
	,000

	84,808
	,143
	,000

	85,833
	,131
	,000

	87,083
	,107
	,000

	87,868
	,083
	,000

	89,572
	,071
	,000

	91,608
	,048
	,000

	93,029
	,024
	,000

	96,875
	,012
	,000

	101,000
	,000
	,000



B: Coordinates of the ROC curve, moderate to good
	Positive if Greater Than or Equal Toa
	Sensitivity
	1 - Specificity

	12,333
	1,000
	1,000

	17,778
	1,000
	,957

	24,444
	1,000
	,826

	27,222
	,986
	,783

	31,536
	,986
	,739

	37,647
	,986
	,696

	41,875
	,971
	,652

	44,952
	,971
	,609

	46,410
	,971
	,565

	46,863
	,943
	,435

	47,339
	,943
	,304

	48,810
	,943
	,261

	51,667
	,929
	,261

	53,590
	,900
	,174

	54,423
	,886
	,130

	55,278
	,843
	,130

	55,903
	,829
	,130

	57,072
	,829
	,087

	58,114
	,814
	,087

	59,167
	,771
	,087

	60,769
	,657
	,087

	62,019
	,657
	,043

	63,603
	,643
	,043

	64,853
	,629
	,043

	65,833
	,586
	,043

	67,544
	,471
	,043

	68,586
	,457
	,043

	68,990
	,443
	,043

	69,615
	,400
	,000

	70,294
	,386
	,000

	71,961
	,371
	,000

	74,167
	,329
	,000

	75,962
	,314
	,000

	78,462
	,286
	,000

	81,176
	,243
	,000

	82,843
	,229
	,000

	83,974
	,214
	,000

	84,808
	,171
	,000

	85,833
	,157
	,000

	87,083
	,129
	,000

	87,868
	,100
	,000

	89,572
	,086
	,000

	91,608
	,057
	,000

	93,029
	,029
	,000

	96,875
	,014
	,000

	101,000
	,000
	,000



C: Coordinates of the ROC curve, good to excellent
	Positive if Greater Than or Equal Toa
	Sensitivity
	1 - Specificity

	12,333
	1,000
	1,000

	17,778
	1,000
	,981

	24,444
	1,000
	,925

	27,222
	1,000
	,887

	31,536
	1,000
	,868

	37,647
	1,000
	,849

	41,875
	1,000
	,811

	44,952
	1,000
	,792

	46,410
	1,000
	,774

	46,863
	,975
	,698

	47,339
	,975
	,642

	48,810
	,975
	,623

	51,667
	,975
	,604

	53,590
	,950
	,547

	54,423
	,950
	,509

	55,278
	,950
	,453

	55,903
	,950
	,434

	57,072
	,950
	,415

	58,114
	,950
	,396

	59,167
	,950
	,340

	60,769
	,875
	,245

	62,019
	,875
	,226

	63,603
	,850
	,226

	64,853
	,850
	,208

	65,833
	,800
	,189

	67,544
	,675
	,132

	68,586
	,650
	,132

	68,990
	,650
	,113

	69,615
	,575
	,094

	70,294
	,550
	,094

	71,961
	,525
	,094

	74,167
	,475
	,075

	75,962
	,475
	,057

	78,462
	,425
	,057

	81,176
	,375
	,038

	82,843
	,350
	,038

	83,974
	,325
	,038

	84,808
	,250
	,038

	85,833
	,225
	,038

	87,083
	,175
	,038

	87,868
	,150
	,019

	89,572
	,125
	,019

	91,608
	,075
	,019

	93,029
	,050
	,000

	96,875
	,025
	,000

	101,000
	,000
	,000
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