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Supplementary video sV1: PPH Butterfly video of correct use


Table 1. Demographics and Delivery Characteristics
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	PPHB Cases
(n=57)

	Maternal age at booking (years); mean (SD)
	28.8 (5.9)

	BMI at booking (kg/m2); mean (SD)
	26.4 (6.4)

	PPH in a previous pregnancy
	5 (9%)

	Details of the current birth
	

		Primiparous, n (%)*
	38 (67%)

		Multiple Pregnancy, n (%)*
	3 (5%)

		Induced birth, n (%)
	38 (67%)

		Received oxytocin as treatment for slow labour, n (%)
	7 (13%)

		Operative vaginal birth, n (%)*
	27 (47%)

		Birth weight (g), mean (SD)
	3482 (506)

		Intact perineum / vagina [i.e. no episiotomy, vaginal or perineal lacerations], n (%)
	7 (12%)

		Length of third stage (mins), median (IQR)
	9.00 (6.00 - 16.00)

		Cause of PPH†
Atony
Retained placenta or tissue
Coagulopathy
Lacerations
	55 (97%)
6 (11%)
0 (0%)
17 (30%)

		Blood loss at time of device insertion (mls); median (IQR)
	750 (550, 1300)



†multiple options possible
SD = Standard Deviation
IQR = Interquartile range


Table 2: Adverse Events and Serious Adverse Events

	
	Description (Free-text)
	CI assessment of severity
	CI assessment of causality
	Serious

	1
	Episiotomy, forceps delivery. Sutures in rectum removed and re-sutured. Treated as a 3rd degree tear (laxatives, antibiotics and follow up).
	Mild
	Unrelated
	No

	2
	Noted something protruding from vagina, diagnosis of prolapse. Advised to do pelvic floor exercises.
	Mild
	Unrelated
	No

	3
	Urticarial rash onset thought to be due to Fragmin. Not admitted, treated as outpatient.
	Moderate
	Unrelated
	No

	4
	Had to be re-catheterised when catheter removed post-delivery.1
	Mild
	Unlikely
	No

	5
	Broken down perineum.
	Mild
	Unlikely
	No

	6
	Infected Episiotomy.
	Mild
	Unlikely
	No

	7
	Patient attendance post discharge with perineal breakdown and infection.2
	Moderate
	Unlikely
	No

	8
	Vaginal Graze.2
	Mild
	Possibly
	No

	9
	Small right vaginal wall graze noted after examination under anaesthetic and removal of clots. Required 1 suture.
	Mild
	Possibly
	No

	10
	Episiotomy breakdown/infection P/N. Treated as outpatient, reviewed later and discharged from hospital care.1
	Moderate
	Possibly
	No

	11
	Labia minora caught by the PPH Butterfly device causing pain.
	Mild
	Almost certainly
	No

	12
	Labia minora caught on insertion of the PPH Butterfly.
	Mild
	Almost certainly
	No

	13
	Attended hospital postnatally with heavy lochia and pelvic infection. Ultrasound revealed retained products and she underwent an uncomplicated uterine evacuation.
	Moderate
	Unrelated
	Yes: Hospitalisation/ prolongation of existing hospitalisation

	14
	Post epidural dural tap requiring blood patch.
	Severe
	Unrelated
	Yes: Hospitalisation/ prolongation of existing hospitalisation

	15
	Returned to hospital 12 days postnatally with pelvic infection. Admitted as an inpatient and treated with IV antibiotics.
	Severe
	Unlikely
	Yes: Hospitalisation/ prolongation of existing hospitalisation



1AEs 4 and 10 relate to the same woman. 
2AEs 7 and 8 relate to the same woman.



Table 3. Clinical Outcomes
	
	Index Cases
N=57

	PRIMARY OUTCOME
Estimated additional blood loss after device insertion >1000mls, N (%)
	
1 (2)

	SECONDARY OUTCOMES
	

	Total estimated blood loss before and after device insertion, mls (median (IQR))
	1110 (700, 1600)

	Blood transfusion, N (%)
	8 (14%)

	Number of units transfused
1
2
3
	
4 (50%)
3 (38%)
1 (13%)

	Day 1 haemoglobin level in the 47 non-transfused women1 (mean, SD)
	97.02 (15.12)

	Number of women transferred to a higher level of care, N (%)
	24 (42%)

	Number of women examined under anaesthetic to investigate the cause of bleeding, N (%)
	6 (11%)

	Number of women exclusively breastfeeding at time of hospital discharge, N (%)
	26 (46%)

	Coagulopathy
	0 (0%)

	Cardiovascular shock
	0

	Organ dysfunction (WHO criteria)
	0

	Hysterectomy
	0

	Maternal Death
	0



112-36 hours post birth or at discharge, whichever is soonest
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	Participant questionnaire
	
	
	
	
	
	

	
	Completely disagree
	Disagree
	Neither agree nor disagree
	Agree
	Completely agree
	Unobtainable

	It was painful when the PPH Butterfly was inserted
	10 (18%)
	18 (33%)
	18 (33%)
	9 (16%)
	0 (0%)
	2

	It was painful when the PPH Butterfly was squeezing the womb
	10 (18%)
	13 (24%)
	13 (24%)
	16 (29%)
	3 (5%)
	2

	I was happy with the way that I was recruited to this study
	0 (0%)
	2 (4%)
	4 (7%)
	33 (59%)
	17 (30%)
	1

	If I bled after a future birth, I would want the PPH Butterfly to be used
	0 (0%)
	0 (0%)
	0 (0%)
	35 (63%)
	21 (38%)
	1

	Clinician questionnaire1
	
	
	
	
	
	

	
	Definitely no
	Possibly no
	Undecided
	Possibly yes
	Definitely yes
	Unobtainable

	Was the PPH Butterfly easy to use?
	0 (0%)
	0 (0%)
	1 (2%)
	10 (18%)
	45 (80%)
	1

	Did the PPH Butterfly stop the bleeding?
	5 (9%)
	4 (7%)
	18 (32%)
	20 (36%)
	9 (16%)
	1

	Did the PPH Butterfly assist in making a diagnosis of the cause of the bleeding?
	7 (13%)
	13 (23%)
	7 (13%)
	20 (36%)
	9 (16%)
	1

	Did the PPH Butterfly device assist with the management of the PPH overall?
	1 (2%)
	4 (7%)
	3 (5%)
	26 (46%)
	22 (39%)
	1

	Would you like the PPH Butterfly to be available to use as a treatment for PPH?
	0 (0%)
	0 (0%)
	4 (7%)
	18 (32%)
	34 (61%)
	1



1. Some clinicians used the device multiple times, and each response is added here.


Table 5: Summary quotes from participants, birth partners, recruiting doctors and midwives

	Codes
	Quote

	Women

	Pain
Comparison with BMC
	‘They started talking to me about using this and then so when I said ‘Yes, go for it’, she went round that end of the table and put it in. And that was it. Definitely more comfortable with the device than the lady’s hand.’ (W05)

	Success in stopping bleeding
	‘It does the job, I would recommend it. Er well I’m happy with the experience overall and it did the job and it wasn’t er particularly painful’ (W07)

	Depersonalization
	‘It wasn’t somebody with their hand inside of me, it was an ordained product that was going inside of me, doing its' job and then coming out.’ (W02)

	Obstetricians

	Importance of training
	‘It was very easy to use, ‘cos you know, I know we’ve gone through the demonstrations and I have gone back to it and tried it again on the model, erm, it did feel quite natural, you know, the way that you do it.’ (O03)

	Positive response
Well tolerated
Ease of use
Less tiring
	‘And the Butterfly’s quite a good option erm so people find it, women find it more less distressing than a normal bimanual compression. Because they can’t tolerate bimanual compression erm and having the Butterfly, I guess I presume it’s been less difficult than a bimanual compression. It’s er more able to carry on with compression for longer. I’ve not had a problem with it.’’ (O15)

	Constant pressure
	‘There’s more constant pressure with the device than bimanual compression so yeah I I I think certainly I was happy that it had stopped.’ (O16)

	Ease of use
	‘I think that any obstetric registrar would feel happy inserting it. Erm I think anyone used to doing vaginal examinations would feel happy inserting it. I think er I think junior er I think senior midwives would certainly be happy inserting it. Erm I’m not so sure that junior midwives would be happy inserting it.’ (O05)

	Tissue entrapment
Vaginal tissue
	‘I opened the wings of the device that didn’t reveal any further bleeding but there was limited view because the erm anterior vaginal wall blocked my view. It sort of came down into the device if you like…after 3 minutes, I started to remove the device and noticed that the anterior vaginal wall was still in the device, not allowing it to be removed easily. Erm, the patient was completely comfortable, at this point, she hadn’t noticed, so I reduced the anterior vaginal wall with one hand while removing the Butterfly with the other hand erm and the patient was comfortable during this period.’ (O07) 

	Situational awareness
Intimacy
	‘I felt as I could be aware of what was going on around the room a little bit more easily, it probably felt less intimate with the woman so you had a bit more maneuver but you were able to maintain eye contact a little bit better.’ (O02)

	Effect on blood loss
Well tolerated

	‘Erm yeah it’s because you’re giving those first line uterotonics first, you’re never quite know what the impact has been. You know, and there’s the question of, you know, would the bleeding have stopped anyway erm and the question I don’t really know the answer to but what I would say is that I certainly didn’t feel there was any significant discomfort or any I didn’t have any concerns about using it and certainly would try it again.’  (O16)

	Effect on blood loss
	‘Certainly manages the bleeding whilst establishing iv access or waiting for drugs to work.’ (O06)

	Diagnosis of PPH cause
	‘I think as a diagnostic tool, the good thing was that I could feel the uterus hard against the platform and I could tell for definite that it was well contracted.’ (O01)

	Diagnosis of PPH cause
	‘Erm I provided pressure with the device, the er bleeding continued and erm and there was no decrease in the bleeding and therefore it was very obvious that it was actually coming from erm vaginal trauma…erm the midwife had already told me that she suspected that it em that it was from trauma because the uterus felt well contracted but this confirmed that that was the case erm therefore I removed the Butterfly. I didn’t require to give any further uterotonics because we knew it was from trauma so gave tranexamic acid and completed the er suturing. Erm the woman was very happy with the device erm and it’s erm helped to know definitely where the bleeding was coming from.’ (O11)

	Positive response
	‘I was quite impressed with the device. It was a positive experience. Worth using.’ (O12)

	Midwife Observers

	Effect on blood loss 
Well tolerated
	‘Erm the only thing about the Butterfly is you don’t know whether it was the Butterfly or not if it was the drugs that actually stopped the bleeding. Erm but I mean the woman didn’t look in discomfort and the partner didn’t look erm he didn’t look scared at all. It would be difficult to tell whether, when you’re using the drugs you would normally use, if it’s the drugs or the Butterfly or a combination of the two.’ (MW06)

	Intimacy
	‘I think an instrument is better than a hand. That’s my impression. I think if it was me, and even for my husband, I think I think he’d be traumatized if he’d seen a male or female doctor with their hand right inside my private parts but with an instrument, it seems more, I don’t know, legitimate, medicalized.’ (MW08)

	Birth Partners

	Well tolerated

	‘He [the clinician] couldn’t believe that he was able to get done what he got done without any anesthetic…but she [woman] said the using of the device was pain free.’ (P01)

	Trust in clinicians
	‘But the fact that it was him, the fact that the rapport was there, I think, made a lot of difference.’ (P01)

	Seeing the device
Agreeing to treatment
	‘I was probably a bit more aware of the fact that she was bleeding because I could see sort of under the bed and I could see the device itself em so I think the thing is that if someone tells you that your wife’s bleeding, you’re not gonna say ‘oh no, don’t use that.’ You know, you’re always gonna say ‘absolutely, let’s give it a go.’ Erm ‘cos that’s what you do in the hope that the bleeding should stop.’ (P06)
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