
Strength in numbers: Validation of TEG 6s and ROTEM Sigma devices 
across 35 sites in the Obstetric Bleeding Study UK (OBS UK) trial

References
1 Cresswell JA, Alexander M, Chong MYC, et al. Global and regional causes of maternal deaths 2009–20: a WHO systematic analysis. Lancet Glob Heal 
2025;13:e626–34. https://doi.org/10.1016/s2214-109x(24)00560-6. 
2 Bell SF, Collis RE, Bailey C, et al. The incidence, aetiology, and coagulation management of massive postpartum haemorrhage: a two-year national 
prospective cohort study. Int J Obstet Anesthesia 2021;47:102983. https://doi.org/10.1016/j.ijoa.2021.102983. 
3 Lloyd L de, Jenkins PV, Bell SF, et al. Acute obstetric coagulopathy during postpartum hemorrhage is caused by hyperfibrinolysis and dysfibrinogenemia: an 
observational cohort study. J Thromb Haemost 2023;21:862–79. https://doi.org/10.1016/j.jtha.2022.11.036. 
4 Roberts TCD, Lloyd LD, Bell SF, et al. Utility of viscoelastography with TEG 6s to direct management of haemostasis during obstetric haemorrhage: a prospective 
observational study. Int J Obstet Anesthesia 2021;47:103192. https://doi.org/10.1016/j.ijoa.2021.103192.
5 Bell SF, Taylor H, Pallmann P, et al. Relationship between the dual platelet-inhibited ROTEM® Sigma FIBTEM assay and Clauss fibrinogen during postpartum haemorrhage. 
Anaesthesia 2025;80:104–6. https://doi.org/10.1111/anae.16455.

27/12/2025, 09:27 QR Code - OBS UK Algorithms

file:///Users/Nathan/Downloads/qrcode_obsuk_algorithms.html 1/1

OBS UK treatment 
algorithm

27/12/2025, 09:28 QR Code - NIHR152057

file:///Users/Nathan/Downloads/qrcode_nihr152057.html 1/1

OBS UK NIHR 
funding page

Background – Coagulopathy in PPH
• Postpartum haemorrhage (PPH) is the leading cause of maternal mortality worldwide1
• Acquired hypofibrinogenaemia (Clauss fibrinogen <2g/L) occurs in 5% of PPH <1.5L 

and 17% of PPH >2.5L2

• 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 

inhibition of fibrin function caused by excessive plasmin and may occur early in PPH 
or before bleeding is recognised3

Viscoelastic testing in PPH
• Point of care (POC) viscoelastic testing enables rapid fibrinogen assessment
• TEG CFF MA by 10 ≤17mm and ROTEM FIBTEM A5 ≤8mm are independently validated 

in PPH4,5

• Implementing new devices requires quality control and validation

Obstetric Bleeding Study UK (OBS UK)
• OBS UK is a stepped wedge cluster randomised trial

• Intervention: Multiprofessional PPH care bundle including:
1. Risk assessment for all maternities
2. Quantitative measurement of blood loss
3. Structured escalation to senior staff
4. Coagulopathy testing using VHAs - ROTEM Sigma (Werfen) or TEG 6s 

(Haemonetics)
5. Targeted replacement of fibrinogen with cryoprecipitate or fibrinogen concentrate

Validation process for OBS UK
• Daily 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

Overall analysis
• Haemonetics and Werfen provide devices and consumables to sites free of charge 

during OBS UK (Feb 24 - Feb 27)
• No direct comparison of devices is allowed under existing contracts
• Results presented use Z-score to allow combined analysis without direct value 

presentation

Benefits
• Internal QC is plasma based but VETs test whole blood

 Limitations
• Majority of sites used staff donors (normal range for Clauss fibrinogen 2 – 4 g L-1, 

pregnant normal range 4 – 6 g L-1)
• Limited numbers per site – risk of clustering
• Limited Clauss ranges in samples rather than across full range
• Platelet counts may be contributory but were not recorded
• Cartridge reagent differences during study – initially single anti-platelet ROTEM 

cartridges, changed to dual anti-platelet
• No Clauss fibrinogen results <1.5g/L
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fibrinogen 
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mean/median

2.52/2.5
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2.5 [2.3-2.69]0.938 0.782
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Combined TEG and ROTEM standardised validation

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

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.
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