Supplementary Table S4 Incidence of therapy-related AEs by SOC and PT (All patients)
	SOC
  PT
	LNG-IUS
N=312
n (%)
	Cu-IUD
N=200
n (%)

	Total
	232 (74.4)
	86 (43.0)

	Infections and infestations
	14 (4.5)
	3 (1.5)

	  Cervicitis
	2 (0.6)
	0

	  Pelvic inflammatory
	3 (1.0)
	2 (1.0)

	  Vaginal infection
	11 (3.5)
	1 (0.5)

	Investigations
	8 (2.6)
	0

	  Weight increased
	8 (2.6)
	0

	Nervous system disorders
	4 (1.3)
	0

	  Migraine
	1 (0.3)
	0

	  Dizziness
	3 (1.0)
	0

	Injury, poisoning and procedural complications
	69 (22.1)
	12 (6.0)

	  Induced abortion haemorrhage
	69 (22.1)
	12 (6.0)

	Musculoskeletal and connective tissue disorders
	6 (1.9)
	9 (4.5)

	  Back pain
	6 (1.9)
	9 (4.5)

	Immune system disorders
	1 (0.3)
	0

	  Hypersensitivity
	1 (0.3)
	0

	Skin and subcutaneous tissue disorders
	5 (1.6)
	0

	  Pigmentation disorders
	2 (0.6)
	0

	  Acne
	3 (1.0)
	0

	General disorders and administration site conditions
	8 (2.6)
	5 (2.5)

	  Asthenia
	2 (0.6)
	0

	  Device dislocation
	6 (1.9)
	5 (2.5)

	Pregnancy, puerperium and perinatal conditions
	0
	1 (0.5)

	  Pregnancy with contraceptive device
	0
	1 (0.5)

	Reproductive system and breast disorders
	201 (64.4)
	74 (37.0)

	  Amenorrhea
	51 (16.3)
	0

	  Haematocoele female
	16 (5.1)
	0

	  Ovarian cyst
	1 (0.3)
	0

	  Breast pain
	4 (1.3)
	0

	  Breast hyperplasia
	1 (0.3)
	0

	  Dysmenorrhea
	36 (11.5)
	41 (20.5)

	  Dyspareunia
	2 (0.6)
	0

	  Vaginal haemorrhage
	2 (0.6)
	0

	  Vaginal discharge
	40 (12.8)
	8 (4.0)

	  Hypomenorrhoea
	4 (1.3)
	1 (0.5)

	  Menorrhagia
	6 (1.9)
	2 (1.0)

	  Oligomenorrhea
	75 (24.0)
	31 (15.5)

	  Menstruation delayed
	6 (1.9)
	1 (0.5)

	  Metrorrhagia
	28 (9.0)
	3 (1.5)

	Gastrointestinal disorders
	6 (1.9)
	10 (5.0)

	  Nausea
	2 (0.6)
	0

	  Abdominal pain
	4 (1.3)
	6 (3.0)

	  Abdominal distension
	0
	3 (1.5)

	  Abdominal pain lower
	1 (0.3)
	2 (1.0)
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