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RESULTS 
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Fetal death Maternal death

Maternal Death, n=20 
1.00 (0.10, 9.57) 

Fetal Death, n=60 
0.50 (0.25, 0.99) 

As the outcomes reported reduce in number the results become unreliable 
and unusable for guidance: It is not possible to be certain about the effect on 

maternal mortality as it is reported in only 20 of 157 studies 

Effect Size,  
its point estimate and precision 
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Caesarean, n=157 
0.88 (0.84, 0.93) 
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Presenter
Presentation Notes
Researchers began to explore the variation in outcome reporting frequently concluding that the COS in given area is needed 



1     Inconsistent reporting of outcomes across studies 

There was limited reporting of secondary 
outcomes… 

2     Variation in outcomes and outcome measures 

Pain was measured using seven different outcome measures which limited 
our ability to combine data from different trial studies together. 



3     Limited reporting of clinically relevant outcomes 

We were unable to draw any conclusions regarding 
live birth rate. 

4     Limited reporting of patient preferred outcomes 

No trials reported adverse events. 











What is the problem? 
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Presenter
Presentation Notes
Even though CONSORT statement …What is the problem and how is it hindering the research in medical researchProblem gains more attention and recognition -Poor trial reporting, Wide range of outcomesThe most recent addition to the ongoing discussion comes from Pocock & Stone“In the opening paragraph we read, the interpretation of any trial should depend on the totality of the evidence not just a single end point.”
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Presenter
Presentation Notes
Journal editors now invite researchers to take the lead in beginning this work.



- an agreed standardized collection of outcomes which should be 

measured and reported in all trials for a specific clinical area  
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Core Outcome Set 

developed through a systematic and transparent process  

Presenter
Presentation Notes
But what is the COS? From my end I would supplement this definition with “systematic and transparent way”



Core Outcomes for studies on primary 
Prevention Of Preterm birth  

 
COPOP project 

Janneke van ‘t Hooft 
MD, PhD student Academical Medical Center, The Netherlands 



Need for comparable outcomes in 
preterm birth studies:  

core outcome set 

Aim: To identify a set of critical and important outcomes for the 
evaluation of preventive interventions for preterm birth in 
asymptomatic pregnant women. 

Presenter
Presentation Notes
So there is a need for comparable outcomes in preterm birth studies.



Stakeholder consensus 

Confirmation of final COS 

Dissemination of COS 

Develop a long list of 
potential core outcomes 

Identification of outcomes 
via literature 

Identification of outcomes 
via patients 
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Stage 1         Identifying Potential Outcomes 

Systematic Review                     What outcomes have been reported before? 

Qualitative Patient Interviews     What outcomes do patients want? 

Stage 2         Determining Core Outcomes 

Delphi Method                   Combining professional & patients’ views 

Stage 3         Determining How Core Outcomes Should be Measured 

Stakeholder Consultation          Final consensus 

Core Outcome Set 

Quality Assessment  Ensuring outcome measures fit for purpose 

diagram courtesy of Dr James MN Duffy, modified 

Development of Core Outcome Set 



Collaboration 

– Global Obstetrics Network (GONet) 
– Ongoing pessary trials 

– Journal Editors (CROWN) 
– Core Outcome Measures in Effectiveness Trials (COMET) 
– Cochrane Collaboration on preterm birth  
– World Health Organization (WHO) 
– Patient Organizations 
– Midwifery Organizations 



Stakeholders 

176 

25 

25 

55 34 

35 

parents 

midwives 

neonatologists obstetricians 

researchers 



• 10 middle-income 17 high-income countries 
• Healthcare providers: 60% clinical related work, 61% role in 

development (inter)national guidelines 
• Parents: experienced preterm birth once 69%, twice 25% 
 





Core outcome set 
Maternal set of outcomes Baby set of outcomes 

Maternal mortality Offspring mortality 

Maternal infection or inflammation Offspring infection 

Prelabor rupture of membranes Gestational age at birth 

Harm to mother from intervention Harm to offspring from intervention 

Birth weight 

Early neurodevelopmental morbidity 

Late neurodevelopmental morbidity 

Gastro-intestinal morbidity 

Respiratory morbidity 





Presenter
Presentation Notes
An international steering group has been established to guide the development of a core outcome set for pre-eclampsia.The study is supported by the International Society for the Study of Hypertension in Pregnancy, PRE-EMPT initiative, Pregnancy CoLab and the Global Obstetrics Network.



Scope: Population 
   Pre-eclampsia 
   Early onset 
   Late onset 
   Pre-eclampsia with severe 
features 
   Post-natal pre-eclampsia 
   etc. 



Scope: Interventions 
   Anti-convulsants 
   Anti-hypertensives 
   Anti-oxidants 
   Immediate delivery 
   etc. 







546 expressions of 
interest  

Presenter
Presentation Notes
Potential participants were able to watch a video explaining the study along with written information.546 patients expressed an interest to be interviewed.



Bronchopulmonary dysfunction 
024   She had chronic lung disease, [um] 
and once a month I had to go to the 
hospital with her overnight and they would 
monitor her to try and reduce the level of 
oxygen to wean her off it, and it was the 
most horrific thing in the world. 

Gestation age at delivery 
003   My aim always was to keep my baby 
as close to term as I could. 
012   I didn’t want her coming out early; we 
had to hang on as long as possible. 
018   I was admitted in hospital for two 
weeks, then had the baby at thirty four 
weeks. 

Duration of inpatient stay 
003   She was in SCBU for eighteen days. 
001   XXX was in a hospital for three 
months.  Three months I walked away, 
every night, without my baby. 

Presenter
Presentation Notes
All interviews were transcribed verbatim and coded to identify potential core outcomes, by highlighting important within aspects of their lived experience. 









Presenter
Presentation Notes
Healthcare professionals, researchers, and patients from all backgrounds from all over the world are invited to contribute as an iHOPE collaborator.  We particularly welcome views of obstetricians and MFM speaclists.  You will be part of an international team and we would appreciate your support to ensure the core outcome set for pre-eclampsia is fit for purpose.









A core outcome set developed, disseminated, 
and implemented for every condition in 
Women’s Health 

2030 vision 
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The CROWN initiative 

August  2016 

Presenter
Presentation Notes
Start with less than 30 journals, now 81 obs, gyn and perinatal journals; 55/81, 67% published the statement
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@CoreOutcomes 

www: crown-initiative.org 

crown@rcog.org.uk 

Presenter
Presentation Notes
Questions?
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