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Disclaimer

= The use of Foley catheters for postpartum hemorrhage is off-label. While there is evidence to support
their use, it should be performed by a qualified and trained physician, midwife, or other appropriate
healthcare provider.



OB Hemorrhage is the leading
cause of maternal death

= Worldwide 27% of maternal deaths are associated with maternal hemorrhage, the majority occurring
in the postpartum period.

= There is a significant skew based on availability of resources

Abortion Embolism Haemorrhage Hypertension Sepsis Other direct causes Indirect causes
N %(95%Ul) N %(95%U1) | N %(95%UI) [N %(95%Ul) N %(95%Ul) N %(95%Ul) N % (95% Ul)
Worldwide 193000 7-9% 78000 3:2% 661000 271% 343000 14.0% 261000 107% 235000 9-6% 672000 27-5%
(47-13-2) (1-8-5:5) (19-9-362) (111-17-4) (59-186) (6:5-14-3) (19:7-37:5)
Developed regions 1100 7:5% 2000 13:8% 2400 163 1900 12:9% 690  47% 2900 20-0% 3600 24-7%
(57-11-6) (10-1-22-0) (111-24-6) (10-0-16-8) (2:4-111) (16:6-27'5) (19-5-33.9)

Developing regions 192000 7:9% 76000 3:1% 659000 271% 341000 14:0% 260000 10-7% 232000  9:6% 668000 27-5%
(47-132) (17-54) 19,9364 (11:1-17.4) (59-187) (64-143) (197-37:6)
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Uterine hemorrhage has multiple
treatments

= Uterotonics
= Surgical options
= |nterventional radiology
= Tamponade Devices

= Vacuum-induced hemorrhage control devices



Uterine hemorrhage has multiple
treatments

= Uterotonics (Misoprostol, oxytocin, tranexamic acid (Hemabate ® or carboprost)

= Surgical options

= |nterventional radiology
= Condom Catheter or Bakri balloon for tamponade
= Jada or Bakri as Vacuum-induced hemorrhage control devices

But many are expensive and not available for
all patients



Vacuum or tamponade?

Table 2. Primary and secondary outcomes compared between the 2 groups Bleeding Control Success Rate (95% Cl)
No (%)° 100%
Vacuum-induce hemorrhage Uterine balloon
control (n = 36) tamponade (n = 78) OR (95% CI) P value 95% 96.2%
4 or more units transfused 1(2.8) 16 (20.5) 0.11 (0.01-0.87)
2 or more units transfused 13 (36.1) 45 (57.7) 0.41 (0.18—0.93) 90%
Median estimated blood loss, mL (IQR) 1,500.0 (1175,2000) 1,850.0 (1400,2200)
Median units of packed red blood cells (IQR 0, , 0.0 85%
Hysterectomy 0 (0) 2 (2.6) -
Uterine artery embolization 3(8.3) 4 (5.1) 0.5 80% 1 82.0%
ICU Admission 4 (11.1) 19 (24 .4) 0.1
Median postpartum length of stay, d (IQR) 4 (3,4) 4 (3,4) 0.4 75%
Median hemoglobin on discharge, g/dL (IQR) 8.8 (8.2,9.7) 8.6 (8.1,9.2) 0.4
*Unless otherwise indicated. 70%
Jada System Bakri (Meta-Analysis)

Gulersen M, Gerber RP, Rochelson B, Nimaroff M, Jones MDF. Vacuum-Induced Hemorrhage
Control versus Uterine Balloon Tamponade for Postpartum Hemorrhage. Journal of JADA System Vacuum-induced Hemorrhage Control System
Obstetrics and Gynaecology Canada. 2023;45(4):267-272. doi:10.1016/].jogc.2023.02.017 INSTRUCTIONS FOR USE.
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Suction Tamponade vs Uterine

Balloon Tampon

> Int J Gynaecol Obstet. 2025 Jan 24. doi: 10.1002/ijgo.16164. Online ahead of print.
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Abstract

Objective: To compare low-cost "Suction Tube Uterine Tamponade" (STUT) treatment for
refractory postpartum hemorrhage (PPH) with uterine balloon tamponade (UBT) using a
randomized feasibility study.

Methods: After verbal assent, we allocated participants with refractory PPH by randomly ordered
envelopes to STUT or routine UBT at 10 hospitals in South Africa and one tertiary referral center in
Colombia between January 10, 2020, and May 3, 2024. In the STUT group, we inserted a 24 FG
Levin stomach tube into the uterine cavity and applied suction. The control group received
standard UBT, mainly the Elavi free-flow balloon or the Bakri fixed volume balloon. There were
fundamental differences between the South African and the Colombian sites, so the pre-specified
analysis combined data from the two countries by meta-analysis.

Results: We enrolled 59 participants. The rate of the primary outcome (blood loss >1000 mL or
laparotomy or death) was 8/27 (30%) in the STUT group versus 14/27 (52%) in the UBT group
(risk ratio [RR] 0.56, 95% confidence interval [CI] 0.30-1.05, P = 0.07). Per protocol analysis was
7/26 (27%) versus 15/28 (54%) (RR 0.49, 95% CI 0.25-0.96, P = 0.04). Reporting severe pain
during the procedures was less frequent in the STUT group (RR 0.46, 95% CI 0.25-0.86, P = 0.01).
Most secondary outcomes favored the STUT group, with low certainty.

Conclusions: STUT was experienced as less painful than UBT. Results were consistent with
reported observational findings and one other randomized trial evidence of greater effectiveness
for suction than balloon tamponade.

Keywords: feasibility; postpartum hemorrhage; randomized clinical trial; suction tube uterine
tamponade; uterine balloon tamponade.



Foley as a Vacuum-induced
hemorrhage device

Foley Catheter
= | ow cost
= Accepted in use of PPH already

= Widely available on labor and delivery units,
in birth centers, and hemorrhage kits




Foley as a Vacuum-induced
hemorrhage device
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Vacuum-induced management of hemorrhage using
intrauterine foley catheter: A report of two cases
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Abstract

Hemorrhage is a common postpartum complication which can also occur during abortion. Most
cases can be managed with uterine evacuation and uterotonics, but some require additional
procedures. We present cases of hemorrhage following dilation and evacuation, and delayed
postpartum hemorrhage, where a Foley catheter was used for vacuum-induced hemorrhage
control.

Keywords: Case report; Dilation and evacuation; Foley catheter; Postpartum hemorrhage;
Vacuum-induced hemorrhage control.
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Foley as a Vacuum-induced
hemorrhage device

Foley Catheter
= Off label use

<$2 per device

Intrauterine balloon filled up to capacity
(30cc or more if available)

Vaginal packing may be used if needed

Suction attached at 80 mmHg, no more
than 525 mmHg

= | eave in for 60 min-24 hours

= Can be used at any gestational age




Step 1

Evaluate the patient for
the cause of bleeding. If
atony Is suspected empty
the uterus of any
retained clots or placenta




Step 2

Insert the Foley in the
uterus and fill the balloon
to capacity. Pack the
vagina with vaginal
packing if necessary to
keep the balloon in place




Step 3

Attach the Foley to
suction at 80 mmHg
(10.7 kPa), no more than
525mmHg (70 kPa)




Step 4

Monitor the patient and the
bleeding. Bleeding should
resolve within 5 minutes. If
bleeding does not resolve or
patient becomes unstable
consider additional
Interventions as indicated.

Step 5

Administer antibiotics if
available and not previously
administered (1¢
Azithromycin if recently
delivered a live infant, or
200mg Doxycycline if the
patient had miscarriage or

abortion) ‘.\
S



Step 6

After 60 minutes of the patient
being stable, but no more than
24 hours, first deflate the
balloon, then discontinue the
suction. The Foley should stay
in place for 1 hour during
which bleeding is monitored
after which the Foley can be
removed.




For more information
Please visit www.focuspph.org
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