
NNational Evaluation of Accuracy of Stillbirth Certificates (NESTT study) 
Protocol  

Background  
Stillbirth is defined in the United Kingdom as “a child which has issued forth from its mother 
after the 24th week of pregnancy and which did not at any time after being completely 
expelled from its mother breathe or show any other signs of life”.(1) The Medical Certificate 
of Stillbirth is a legal document issued to the parents of stillborn infants to record relevant 
data pertaining to the death of their child. Crucially, the issuer is asked to make an assessment 
of the likely cause of the infant’s death. Given that the families of only ~1:2 stillborn infants 
opt for detailed post-mortem investigations,(2) the Medical Certificate of Stillbirth (and the 
assessment of cause of stillbirth within) is often the main source of information for bereaved 
parents.  
 
However, the certificate is frequently completed by individuals who have had little input to 
the care of the woman and her child pre-mortem. And, unlike for adult certificates of death, 
there is no requirement for the person completing a Medical Certificate of Stillbirth to avoid 
“terminal events, mode of dying or vague terms”.(3) Thus it is legally acceptable to submit a 
cause of “unexplained”. Being outside the jurisdiction of the Coroner (4) and the remit of the 
planned Medical Examiner system (5) no central checks are made that that is indeed the case. 
However, two studies conducted in the North West of England examining stillbirths occurring 
in 2009 (6) and 2015 (7) found that not only were 74.2% and 53.6% (respectively) of stillbirths 
labelled “unexplained” on the Medical Certificate of Stillbirth, but after case note review, only 
18.3% and 13.9% (2009 and 2015 respectively) of studied stillbirths remained unexplained. In 
both studies, only 1:4 certificates were issued without error (as originally defined by Pritt et 
al. (8) and adapted for stillbirth certification.(6)(7)). Major errors (defined as those likely to 
affect the interpretation of the Medical Certificate of Stillbirth by family, health care 
professionals or healthcare statisticians) were found in 49% of certificates issued in 2015. 
Minor errors (such as data errors, omissions, use of abbreviations etc. not materially affecting 
the interpretation of the Medical Certificate of Stillbirth) were found in a further 25% of 
certificates in the same time period.  
 
Accurate recording of the cause of stillbirth is important. Parents deserve an explanation for 
what happened, where one can be found. But knowledge of the cause of stillbirth may 
influence the care required in future pregnancies.(9) Furthermore, national statistics 
produced from the data on Medical Certificates of Stillbirth may be used to identify avoidable 
causes of stillbirth, to plan health care service provision, public health initiatives and to 
prioritise medical research. Thus there is an obligation to ensure that potentially preventable 
causes of stillbirth are identified and reported accurately.  
 
There is a need to evaluate whether the reported inaccuracy of completion of Medical 
Certificates of Stillbirth in the North West of England is a national phenomenon, so that action 
can be taken to improve the care provided to bereaved families on an individual and 
population level.  
 
 



Aim 
To evaluate the accuracy of Medical Certificates of Stillbirth as a record of the circumstances 
of the child’s death.  
 
 

Research questions  
1. Are Medical Certificates of Stillbirth accurately completed? 

a. What proportion of Medical Certificates of Stillbirth are completed without 
errors? 

b. What is the incidence of major and minor errors on Medical Certificates of 
Stillbirth? 

c. What is the agreement between the medical records and data documented on 
the Medical Certificate of Stillbirth? 

2. What maternal, care and professional factors affect the accuracy of Medical 
Certificate of Stillbirth completion?  

 
 

Methods  
Design 
National retrospective multi-centre cross-sectional observational cohort study. There is no 
intervention and no data collected solely for the purpose of the study. All data is to be 
submitted centrally in anonymised format.  
 
Setting 
Maternity units in the Great Britain providing care for mothers of stillborn infants.  
 
Eligibility criteria 
Inclusion 
• All pregnant women who delivered an infant during the calendar year 2018 where: 

a) A medical certificate of stillbirth was issued (regardless of gestational age / signs of 
life at delivery) 

b) A medical certificate of stillbirth should have been issued (fetal death confirmed after 
24 completed weeks’ gestation and no sign of life at birth)(1); see “Case 
Identification”.  

Exclusion 
• Any pregnant woman who experienced late miscarriage (confirmed fetal death prior to 

completion of 24 weeks of gestation, even where delivery occurred after “24 weeks”), 
except where a medical certificate of stillbirth was issued 

• Neonatal death (infant of any gestational age born with any sign of life, even one not 
capable of supporting life), except where a medical certificate of stillbirth was issued  

 
Outcomes  

1) Primary outcome: rate of Medical Certificates of Stillbirth completed without error 
 



2) Secondary outcomes:  
• Prevalence of major and minor errors on the Medical Certificates of Stillbirth  
• Agreement between documented and adjudicated  

o Primary cause of death  
o Gestational age 
o Fetal gender 
o Timing of stillbirth in relation to labour  
o Post-mortem consent status 

• Variation in accuracy of stillbirth recording according to 
o Maternal factors: ethnicity, age, body mass index, parity, number of previous 

stillbirths or late second trimester losses, smoking status, current alcohol or 
recreational drug use or prescribed medications. 

o Care factors: initial and highest level of maternity care (midwife led, consultant 
led, specialist led e.g regional maternal or fetal medical clinic), gestation at first 
antenatal care, stillbirth resulting from termination of pregnancy, healthcare 
region, profession and seniority of person completing the certificate 
 

Data collection 
The study will be coordinated by Dr. L. Higgins on behalf of the UKARCOG. Local approval is 
to be sought from Clinical Governance/Audit departments at each participating hospital. The 
study is an observational and retrospective service evaluation; no intervention in patient care 
is to be made. Only data recorded in the course of standard clinical practice will be captured. 
No identifying data (including combinations of indirect patient identifiers) will be transferred 
out of the Healthcare Trust providing care. Thus, Health Research Authority and Research 
Ethics Committee approvals, and individual patient consents are not required.  
 
Data will be collected through case note review incorporating all information (including 
investigation reports) available at the time of Medical Certificate of Stillbirth completion; 
Appendix 1. Any results or clinical events becoming known after this time will be excluded. 
Cases will be assigned a unique study identification number and decoding lists will be 
maintained within the hospital providing care. Data will be entered onto a standardised 
electronic data collection form. Data collectors will make an assessment of the likely 
contributors/causes of stillbirth in each case, with reference to the Relevant Condition at 
Death (ReCoDe) classification system; Appendix 2. Where fetal growth restriction co-exists 
with other pathologies, an assessment will be made from contemporaneous note review as 
to the contribution of growth restriction and the alternative pathologies to the demise of the 
child. Combinations of indirect patient identifiers will be removed from the data collection 
form prior to central submission. Data will be sense-checked regionally by UKARCOG regional 
representatives who will raise and close data queries with local data collectors. Regional 
databases will be submitted, analysed and reported centrally. Anonymised data will be 
deposited in the Mendeley Data Repository to facilitate scrutiny of the reported research 
outcomes and to maximise the research benefit of collected data. No patient identifiable 
information will be published.  
 
Case Identification 
• Three-fold case identification at each participating unit 



a) Search of the unit’s birth register for all births without sign of life after at least 24+0 
weeks for the study period (01/01/2018 – 31/12/2018). 

b) Examine the counterfoil of all Medical Certificate of Stillbirth book(s) for the study 
period (01/01/2018 -31/12/2018) 

c) Search of the NHS Trust’s perinatal mortality register for all stillbirths  
 
Statistical analysis  
Data from Medical Certificates of Stillbirth will be analysed against data collected from 
systematic case note review as the “gold standard”. Causes of death (documented and 
adjudicated) will be reported and standardised using the ReCoDe classification system (10). 
The ReCoDe (Relevant Conditions at Death) system is a specific tool to record data relevant 
to the cause of stillbirth. It considers relevant conditions present in the baby, umbilical cord, 
placenta, amniotic fluid, womb and mother’s body, along with traumatic events and events 
occurring during labour/delivery. Crucially it allows multiple contributing causes to be 
recorded and to rank the likely contribution of these conditions/events to the baby’s death, 
according to a hierarchy of influence. For example, conditions in the baby itself are considered 
more likely to be of relevance than conditions in the mother.  
 
Rates of major and minor errors (Table 1), along with the rate of error-free Medical 
Certificates of Stillbirth, will be reported. Data will be reported with raw number, proportions 
and 95% confidence intervals. Kappa values will be calculated for the primary cause of death, 
gestational age at death, fetal gender, timing of stillbirth in relation to labour and post-
mortem consent status. Comparisons (e.g. between professions, seniorities, levels of care and 
regions of care) will be made using 95% confidence intervals. Multiple logistic regression will 
be used to identify factors associated with accurate completion of Medical Certificates of 
Stillbirth, and accurate documented primary cause of stillbirth.   
 
Table 1: Examples of Major and Minor Errors  

 
Data collection period / sample size 
A period of one calendar year has been chosen to mitigate temporal variation in the causes 
of stillbirth and differences in the accuracy of Medical Certificate of Stillbirth completion 
caused by staff rotation. Based on published national stillbirth rates (11) and assuming data 
is returned by ~80% of eligible maternity units (12) we anticipate a sample size of between 
2,000 - 2,500 cases.  

Major Error Minor Error  
Incorrect/omitted primary cause of stillbirth  Incorrect gestational age at stillbirth* 
Incorrect/omitted secondary causes of 
stillbirth 

Incorrect fetal gender  

*Incorrect gestational age resulting in 
registration of miscarriage as stillbirth 

Incorrect birth weight  

Incorrect registration of neonatal death as 
stillbirth  

Incorrect timing of stillbirth in relation to 
labour  

 Incorrect postmortem examination status 
 Incorrect/omitted relevant comorbidities or 

lifestyle factors  



 
Ethics and approvals  
Under section 2.3.13 of the Governance arrangements for research ethics committees: 2018 
edition, research ethics approval for use of routinely collected data for the purposes of service 
evaluation is not required.  
 
The service evaluation should be registered locally through individual Trust Governance 
departments. This protocol and provided local data collection form can be used for 
registration purposes.  
 
Reporting results 
The UKARCOG is responsible for analysing and reporting the data in peer-reviewed Pubmed-
cited medical journals; open access publication will be sought (funding permitting). All 
contributing trainees will be named as co-authors, following ICMJE guidelines. The study 
findings will be disseminated locally by trainee collaborators, and (inter)nationally through 
professional channels (including the Royal College of Obstetricians and Gynaecologists 
[RCOG], the Mothers and Babies: Reducing Risk through Audits and Confidential Enquiries 
across the United Kingdom [MBRRACE-UK], the British Maternal and Fetal Medicine Society 
[BMFMS] and the International Stillbirth Alliance [ISA]) and public channels (Twitter, 
Facebook), in partnership with relevant charitable trusts. 
 

Authorship and peer review  
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Peer reviewers: Bassel Wattar, Adalina Sacco, Jennifer Tamblyn 
Contact details: Ogtraineesauditandresearch@gmail.com 
Website: www.ukarcog.org 
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Appendix 1: Case Note Review Schema 
Reproduced with thanks from the North West Strategic Clinical Network “Management of 
Stillbirth Integrated Care Pathway Version 3” (February 2018). 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  

Risk factors 
Any identifiable maternal risk factors?  
• e.g morbid obesity, smoking, hypertension 
• If YES likely contributory (E) but if direct 

consider (C) / indirect (D) 

Predisposing factors 

At labour/delivery 
• Abnormal bleeding? Consider 

abruption/praevia in (A)   
• Stillbirth following bleeding vasa praevia at 

ARM should be considered iatrogenic (A) 
but vasa praevia itself would be (B) in this 
instance 

• Cord prolapse? Consider (A) 
• Chorioamnionitis? Consider (A) 
• Birth trauma e.g. shoulder dystocia, 

consider (A) but acknowledge underlying 
cause (e.g. diabetes) in (B) 

• Terminal CTG with no identifiable 
underlying cause may imply birth asphyxia 
in (A) 

Presentation 

Evidence of FGR or placental 
insufficiency? 
• Review customised centile chart and 

calculate IBC 
FGR implicated by: 
-  IBC <10th centile 
-  Static ê growth trajectory on scans 
-  IBC compared to scan reveals static 

growth pattern 
-  Static SFH measurements in absence of 

any other data 
If FGR present consider (A) 
Is there abnormal liquor volume (without 
SROM history)? 
• If YES may implicate placental 

insufficiency.  If both present consider 
FGR in (A) and placental insufficiency in 
(B) 
If FGR not present then consider placental 
insufficiency in (A) 

Was termination of pregnancy 
conducted? 
• Direct cause of death consider (A)   
• If medical termination of pregnancy 

conducted this should be recorded in (A) 
with consideration of reason for 
termination in “b” (fetal abnormality/fetal 
reduction or (C) (maternal health 
condition) 

Multiple pregnancy? 
• Usually (B) with direct cause (e.g. TTTS / 

FGR etc in (A)) 

Pregnancy Course 

Placental examination: 
• Placental abnormality (e.g infarction, 

ruptured vessel in membranes (i.e vasa 
praevia) or significant retroplacental clot)?  
Consider (A) 

• Small placenta may indicate placental 
insufficiency. Consider in (A) if direct, or 
(B) if indirect  

• Tight true knot in cord? If YES consider 
cord factors in (A) 

 
Neonatal examination: 
• Congenital abnormality confirmed by 

paediatric examination? If YES and direct 
consider (A), indirect (B) and contributory 
(E) 

• Cord marks tight enough to leave mark?  If 
YES consider cord factors in (A) 

 
Maternal symptoms 
 
• Have new medical conditions developed?  

E.g. hypertension ± proteinuria, raised bile 
acids. If YES and direct consider (C), 
indirect (D) and contributory (E)  

• Positive Kleihauer? If YES  consider (A) 

Postnatal events 



Appendix 2: Interpretation of the ReCoDe Classification of Cause of 
Stillbirth 
Reproduced with thanks from the North West Strategic Clinical Network “Management of 
Stillbirth Integrated Care Pathway Version 3” (February 2018). 

(A) Fetus 1. Lethal congenital anomaly 
2. Infection  

2.1 Chronic – e.g. TORCH 
 2.2 Acute 
3. Non-immune hydrops 
4. Iso-immunisation 
5. Fetomaternal haemorrhage 
6. Twin-twin transfusion 
7. Fetal growth restriction 
8. Other 

Usually fetal direct (A) 
Consider fetal indirect (B) and 
other contributory (E) 

(B) Umbilical cord 1. Prolapse 
2. Constricting loop or knot 
3. Velamentous insertion 
4. Other 

Usually fetal direct (A) 

Usually fetal indirect (B) 

May be fetal direct (A) or indirect 
(B) 

(C) Placenta 1. Abruptio 
2. Praevia 
3. Vasa praevia 
4. Placental insufficiency/infarction 
5. Other 

Usually fetal direct (A) 

May be fetal direct (A) or indirect 
(B) 

Usually fetal direct (A)  

(D) Amniotic fluid 1. Chorioamnionitis 
2. Oligohydramnios 
3. Polyhydramnios 
4. Other 

May be fetal direct (A) or indirect 
(B) 

(E) Uterus 1. Rupture 
2. Other 

Often maternal direct (C) 

(F) Mother 1. Diabetes 
2. Thyroid disease 
3. Essential hypertension 
4. Hypertensive disease in pregnancy 
5. Lupus/antiphospholipid syndrome 
6. Cholestasis 
7. Drug abuse 
8. Other 

May be maternal direct (C) 
Consider maternal indirect (d) 
and other contributory (E) 

(G) Intrapartum 1. Asphyxia 
2. Birth trauma 

Usually fetal direct (A) 

(H) Trauma 1. External 
2. Iatrogenic (e.g. MTOP in case of 

lethal congenital anomaly) 

Usually fetal direct (A) 
Consider maternal direct (C) or 
indirect (D) 

(I) Unclassified 1. No relevant condition identified 
2. No information available 

Usually fetal direct  

 
 


