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A consultation on the ‘screening menu’ for the 

18 to 20 week 6 days ultrasound scan for pregnant women.

Introduction.

Ultrasound screening for fetal anomalies has been recommended since the Royal College of Obstetricians and Gynaecologists (RCOG) working party report in 1984 suggested that a 16 – 18 week scan might be beneficial. In an audit undertaken by the RCOG  in 1995 82% of units were found to offer a second trimester scan to all women. However,  a national survey in 2002 undertaken to give a baseline assessment of the service showed that 97% (195/202) of units offered a second trimester fetal anomaly scan to all women with another 7 offering it on a selective clinical basis.

The RCOG 2000 guidelines provided recommendations on the provision of a standard ultrasound scan but until recently there has been no Department of Health policy. Following recommendations from the UK National Screening Committee as well as the RCOG, the Department of Health in 2006 agreed that this would become a national screening programme with all pregnant women being offered an ultrasound scan to screen for fetal anomaly.

The evidence presented to support that decision was provided by:-

1.The HTA report 2000 Vol.4 No 16 which concluded that;

A routine scan offered before 24 weeks 

· Reduces perinatal mortality rates if detection of fetal malformations is an important objective and a high level of diagnostic expertise exists,

· Is associated with fewer indications for induction of labour for post term pregnancy,

· Earlier detection of multiple pregnancies,

· Earlier gestational age assessment,

2.The NICE clinical guideline 6 October 2003. Antenatal care routine care for the healthy pregnant woman which stated  that:- 

· Pregnant women should be offered an ultrasound scan to screen for structural anomalies, ideally between 18 and 20 weeks’ gestation, by appropriately trained sonographers and with equipment of an appropriate standard as outlined by the National Screening Committee.
3. Maternity Services National Service Framework for Children, Young People and Maternity Services 15 September 2004,
4. The NHS Quality Improvement Scotland in their Health Technology Assessment Advice 5 ~ February 2004 Routine ultrasound scanning before 24 weeks of pregnancy.
For the purpose of this document the word “sonographer” refers to any person who uses an ultrasound scan to undertake an examination of the fetal structure between 18 weeks 6 days and 20 weeks 6 days of pregnancy.
Provenance.

The implementation and development of the 18-20 week 6 day ultrasound scan comes under the umbrella of The NHS Fetal Anomaly Screening Programme and is part of the UK National Screening Programmes Directorate being funded directly by the Department of Health. The work of the Screening Programme is directed, administered and coordinated by the National Programme Centre with the specific aim to improve the quality of the service to women and to ensure that the service is given appropriate guidance and support.

Development of the screening programme - the screening menu.

To take this forward a set of work streams were developed. There was a particular need to identify what the screening test should consist of (the screening menu) and this task was delegated to the Fetal Anomaly Ultrasound Standard Setting Group, (known as the Expert Group and under the Chairmanship of Prof. Martin Whittle) whose first meeting took place in May 2005. The membership of that group and its terms of reference can be seen in appendix 1. The Expert Group reports to the Programme Director in the first instance, the Fetal, Maternal and Child Health Group (FMCH) of the UKNSC which in turn reports to the UK National Screening Committee (UKNSC).  

Rationale of the development of the base screening menu.

One of the first tasks of the Expert Group was to identify the purpose of the 18 to 20 weeks 6 day ultrasound scan. It was agreed that:-

The purpose of screening is to identify pregnancies in which the baby (fetus) may be abnormal and so  prepare the woman and her partner.  This was set out in the following bullet points.

The purpose of identifying conditions at an ultrasound anomaly scan is to:
           1. Identify:
                       a)  lethal abnormalities

                       b)  abnormalities amenable to immediate neonatal treatment.

     c)  abnormalities for which there may be intrauterine treatment.

  2.  Offer  a choice about whether or not to continue with a pregnancy in  which the baby is abnormal.

3. Plan appropriate management of the pregnancy and delivery.

4. Enable the development of a care pathway for individual women 

It was discussed and agreed that for serious abnormalities and reasonably common ones there were four pathways that could be concluded, those that were:

1. incompatible with life

2. with serious morbidity in life

3. amenable to post natal treatment with relatively low morbidity

4. for possible antenatal treatment

The potential value of a condition was used as a marker of the efficiency of the screening programme. 

The optimum time period for the ultrasound scan is between 18 weeks to 20 weeks and 6 days of pregnancy. This allows time for the relevant referrals and investigations to be undertaken as well as giving the woman time to make any necessary decisions about the continuation of the pregnancy prior to the 24 week viability limit. Obviously the earlier the screening can be performed the greater time for subsequent action – however the group were aware that screening later in the period may make the identification of some abnormalities easier. 
The RCOG 2000 guideline provided guidance on the provision of a standard ultrasound scan.  They laid down how the scan was performed and the recommendations on record-keeping etc. Working with this basis it was agreed by the Expert Group that they would deal with the structures to be identified by the scan, the potential pathology associated with an abnormality in that structure and then suggest possible clinical management of the condition identified.  

This would:-

· provide a general policy framework for staff to work within

· address women’s expectations of what they will be offered

· provide the platform for what should be the minimum offered

· assist staff in developing good practice 

· comment on best practice  following abnormal findings 

A spreadsheet (this is now finalised as the Screening Menu which forms this consultation) has been compiled detailing the anatomy to be examined by ultrasound and associated conditions.  The spreadsheet justifies the examination proposed and lists what a sonographer would look for and the conditions associated with the structural change.

In the original RCOG 2000 guidance it was acknowledged that there possibly should be two standards, a basic menu which should be achievable in all ultrasound departments and a more detailed scan which included identifying the face and cardiac outflow tracts. However because the national screening programme’s remit is to ensure that a uniform standard exists it was concluded that a single standard should be adopted.  This would simplify the issues for users, providers and commissioners and would ensure equity and an improved base standard.

The two items not included in the basic scan as mentioned were, cardiac outflow tracts and the face. Whilst the problem with identifying the face was considered minimal visualising the outflow tracks was more problematic given limitations arising from staff shortages and quality of equipment.  In addition a recall rate of 15% might be necessary to acquire satisfactory images. However, it was considered clinically important to fully evaluate the heart because there is some evidence which suggests a better outcome if cardiac abnormalities are identified antenatally. To try and accommodate these issues it was felt necessary to rationalise the scan by dropping some details from the basic scan and after consideration it was felt that the evaluation of fetal limbs could be reduced to merely identifying hands and feet and the measurement of a single femur. Of critical importance however was that women should be made aware from available information that arms and legs might not be seen due to the position of the baby and therefore certain associated abnormalities would not be identified.   

Evidence reviewed during the process.

Evidence to underpin the groups’ decision was taken from a variety of sources and these are referenced at the end of this paper.

A review of literature was also commissioned by the Programme Centre from the Plymouth SRRU. Literature was searched from 1996 and included studies from UK, USA, Western Europe and Australia. Details are available from the Programme Centre. The main purpose of the research was to populate a table relating to the detection rates, false positives and frequencies for a range of fetal anomalies diagnosed at the routine mid-trimester 
There have been issues with the data and methods of research during this exercise, with some papers providing conflicting data which then cannot be included. It was deemed inappropriate to incorporate data from single case studies.
A table of excluded papers is available from the Centre. 

The main body of evidence was provided from the recent 2008 NICE document on Routine Antenatal Care for the Pregnant Woman

Evidence from Registers.

There is a lack of adequate data with which to establish accurately detection and screen positive rates for the many of the conditions screened for. There is a clear need for more data to underpin the ultrasound screening programme.  Presently there is currently no national  Congenital Anomaly Register  on which to base decisions although  there are local registers in some areas, but they are not always able to provide complete information on detection and screen positive rates for all the conditions being screened for.  

Other considerations.

There was also a need for the  Expert Group to consider how many attempts should be made to identify structures during screening. This was particularly relevant when women were obese or when the fetal position made visualisation difficult. In these circumstances it was agreed that if suitable views cannot be obtained after 2 attempts then  it would not be acceptable to attempt a third time.  The limitations of screening by ultrasound  need to be explained to woman if misunderstanding is to be avoided.

The time allocated to undertake the screening ultrasound scan was discussed. Work from the National Programme has already been looking at this area and a report will be issued in the Summer 08. Twenty two units have audited the time to undertake a screening scan and 20 minutes appears to be the minimum time taken in the majority of units.

There was already a standard set by the National Programme for the qualifications for a sonographer undertaking a scan and is as follows:

 ‘It is essential that those performing the scan must  continue to demonstrate practical competency as well as undertake continuing professional development’.  

Work is underway by Skills for Health http://www.skillsforhealth.org.uk/ to be finalised in summer 08, which sets out a competency framework for any staff undertaking an ultrasound examination. This will support the National Programme work as well as providing an infrastructure for the future workforce. With this in mind it was agreed that anyone undertaking the 18 – 20week 6 day ultrasound scan must perform at least 2 full sessions per week.
	Fetal Anomaly Ultrasound Scan – conclusions made

	

	· Perform between 18weeks and 0 days  to 20 weeks and 6 days

· Offer and undertake the agreed screening menu.

	· Time allocated  -minimum of 20 minutes per scan

	· Standard scan + outflow tracks and face implemented by 2009

	· Personnel to hold a recognised qualification & perform at least 2 sessions per week of between 9-10 scans per session.




Consultation process.
Implementation of  the ultrasound screening programme requires that  those using the  screening menu take ownership of it.  Although the (base) screening menu has been agreed by the Expert Fetal Anomaly Ultrasound standard setting group of the NHS Fetal Anomaly Screening Programme it is necessary to consult with the service to obtain views and comments on the acceptance and practicality of using a set base screening menu. The consultation will be coordinated from the Programme Centre.

The consultation will last for a period of 6 weeks. Those asked to comment will be from a wide audience including all ultrasound departments in England, relevant professional colleges, other UK countries and a number of professionals whose names have been forwarded to the programme as interested stakeholders including users. 

A full list of those who have taken part in the consultation can be obtained from the Programme Centre. The consultation will also be published on the web site to give any other interested parties the option to comment.

Following the closure of the consultation the comments will be reviewed by the Fetal Anomaly Ultrasound standard setting group. It is expected that a final Base Screening Menu will be issued in the autumn of 2008.
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Appendix 1.

Terms of Reference of the Expert Group:

  To develop agreed standards,


1.
Support the service in implementation of the agreed standards.


2.
Ensure the standards are included within the appropriate governance     frameworks.


3.
Establish QA mechanisms to monitor the quality of the service.


4.
Develop supporting information for parents and staff.

Membership:

Chair:  Prof Martin Whittle

Sonographer – Dr. Trish Chudleigh

Regional Antenatal Screening Co-ordinator – Mrs. Lynne Appleby/Ms Val Armstrong (sonographers)
Representative from The College of Radiographers – Ms. Sue Shelley/Rita Phillips
Representative from the RCOG – Professor Alan Cameron
Representative from BMUS – Dr. L Macara

Public Health Specialist – Dr. Jose Ortega
Representing Wales – Dr. Colin Davies, Radiologist

Representing Scotland – Dr. Pat Smith 

Representing N Ireland – Ms. Jackie McGeagh
Geneticist - Dr. Lyn Chitty

Programme Director – Mrs. Pat Ward
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