Strength in numbers: Validation of TEG 6s and ROTEM Sigma devices
across 35 sites in the Obstetric Bleeding Study UK (OBS UK trial e
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Background — Coagulopathy in PPH Overall analysis B |
Postpartum haemorrhage (PPH) is the leading cause of maternal mortality worldwide Haemonetics and Werfen provide devices and consumables to sites free of charge

Acquired hypofibrinogenaemia (Clauss fibrinogen <2g/L) occurs in 5% of PPH <1.5L during OBS UK (Feb 24 - Feb 27)
and 17% of PPH >2.51.2 No direct comparison of devices is allowed under existing contracts

Results presented use Z-score to allow combined analysis without direct value
presentation
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Combined TEG and ROTEM standardised validation

Two distinct phenotypes exist

1. Dilutional coagulopathy — depletion and resuscitation-related dilution of clotting
factors (PPH >3-4L)

2. Acute obstetric coagulopathy — destruction of fibrinogen in circulation and e e Overall Clauss mean
inhibition of fibrin function caused by excessive plasmin and may occur early in PPH Totaln =373 fibrinogen | fibrinogen 3 03g/L

or before bleeding is recognised? =2g/L >2g/L
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Obstetric Bleeding Study UK (OBS UK) Below Positive

«  OBS UK is a stepped wedge cluster randomised trial FIBTEM threshold
* Intervention: Multiprofessional PPH care bundle including: A5 <8mm
Risk assessment for all maternities
Quantitative measurement of blood loss or
Structured escalation to senior staff CFF MA N :
Coagulopathy testing using VHAs - ROTEM Sigma (Werfen) or TEG 6s Negative
GEEEES by 10 threshold predictive

Targeted replacement of fibrinogen with cryoprecipitate or fibrinogen concentrate <17Mmm | (coagulopathy
not present) value

Viscoelastic testing in PPH False positive s o
Point of care (POC) viscoelastic testing enables rapid fibrinogen assessment Sensitivity | Specificity| False positive IQR

TEG CFF MA by 10 <17mm and ROTEM FIBTEM A5 <8mm are independently validated mean/median
y p y 2.5[2.3-2.69]

in PPH45 2. 52/2.5 0.938 0./82

Implementing new devices requires quality control and validation
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Clauss fibrinogen standardised Z-score

Z-score: A Z-score tells you how many standard deviations a value is above or below the mean of its
group, allowing values from different scales (like TEG and ROTEM) to be compared on a common
standardised scale where 0 = average and =1 = one standard deviation from the mean.

Conclusions

Thresholds of CFF MA by 10 <17mm or FIBTEM A5 <8mm reliably identify Clauss fibrinogen <2g/L
The OBS UK algorithm recommends coagulation products only if bleeding is ongoing. The PPV of
ROTEM/TEG under threshold AND bleeding ongoing is significantly higher.

VETs should always be accompanied by a paired laboratory coagulation

Benefits
Internal QC is plasma based but VETs test whole blood

Validation process for OBS UK

Dalily positive and negative QC for 5 days with ongoing QC minimum monthly

10 paired laboratory coagulation and ROTEM or TEG samples taken from staff donors
or from women experiencing PPH (>1000ml blood loss or clinical concern)

Result reviewed by OBS UK team and local POCT teams

Limitations
Majority of sites used staff donors (normal range for Clauss fibrinogen 2 -4 g L,

pregnant normal range 4 — 6 g L") References | | |
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