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1 INTRODUCTION 

Screening for Down’s Syndrome (T21), Edwards’ Syndrome (T18) and Patau’s Syndrome 
(T13) is offered to all eligible pregnant women booking for maternity care in County Durham 
and Darlington in line with UK National Screening Committee (UK NSC) recommendations. 

All women are offered 2 ultrasound scans in pregnancy: 
 

 A dating scan performed between 9+0 and 14+1 week’s gestation. Ideally this is 
undertaken at 11 -13 weeks, 

Or  

 A dating scan with added nuchal translucency measurement (NT) as part of first 
trimester combined screening (CS) for T21, T18 and T13 if accepted by the woman. 
The optimal time to perform CS is between 11+2 and 14 +1 weeks as this ensures 
accurate dating of the pregnancy and enables accurate timing and interpretation of 
the screening test, 

And   

 An anomaly scan between 18+0 and 20+6 weeks (see separate guideline). 

2 PURPOSE 

This guideline has been developed to assist in: 
 
• Offering a safe and equitable screening service for T21, T18 and T13 to all pregnant 
women booking for delivery in County Durham and Darlington in line with UK NSC guidance.  
 
• Enabling staff to provide support and information to pregnant women and their partners to 
ensure that they can make informed choices in relation to screening for T21, T18 and T13. 

3 SCOPE 

This guideline defines the roles & responsibilities of staff involved in the care of women 
undergoing screening for T21, T18 and T13. 
 
The designated lead is the Antenatal and Newborn Screening Coordinator. Midwives, 
Obstetricians, Fetal Medicine Consultant, Sonographers, Pathology Laboratory staff and 
Regional Screening Laboratory staff are also involved in the care (NHSLA 1.4.5 a). 

4 MAIN CONTENT OF POLICY  

The UK NSC screening policy is to offer screening to assess the risk of the baby being born 
with T21, T18 or T13. 
 
The test of choice for both singleton and twin pregnancies is first trimester combined 
screening (CT). Women can choose: 
 

 not to have screening, 

 to have screening for T21 and T18 / T13, 

 to have screening for T21 only, 

 to have screening for T18 / T13 only. 
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CS uses a combination of maternal age, NT, a blood test to analyse the levels of two 
biochemical markers, free βhCG and PAPP-A, and the gestational age calculated from the 
crown rump length (CRL) measurement, to calculate the risk of the pregnancy being affected 
by T21 or T18 / T13. The optimal time to perform CS is between 11+2 weeks to 14+1 weeks 
gestational age, which corresponds to a CRL of 45.0 mm to 84.0 mm. 
 
If a woman accepts the offer of screening but combined screening cannot be performed for 
any reason then a QT/maternal serum screening (MSS) will be offered in the second 
trimester. 
 
The QT uses maternal age, a blood test to analyse the levels of four biochemical markers, 
AFP, hCG (total, intact or free beta subunit), uE3 and Inhibin-A, and gestational age, to 
calculate the risk of the pregnancy being affected by T21 only. Although this combination of 
markers has a lower detection and standardised screen positive rate than CS, it is the 
nationally recommended screening strategy in the second trimester. The QT can be 
performed from 14+2 days until 20+0 days. The optimum time for the QT is around 16 week’s 
gestational age.  
 
 
 
 
 
 
 
 
 
 
 
In multiple pregnancies where screening has been accepted and is to be performed in the 
first trimester, the blood test component of CS is taken locally and referral for the ultrasound 
scan and NT component is made to the Fetal Medicine Unit at the RVI.  Women will be given 
the result of CS at this appointment, they will be counseled and offered invasive screening if 
the result is increased risk. All women should be given a copy of the NSC leaflet ‘Screening 
tests for you and your baby’ prior to this appointment at the RVI.  
 
See Appendix 1 - Twin Pregnancies Combined Screening (CS) for Down’s Syndrome 
Screening RVI Fetal Medicine referral pathway.  
 
 
4.1 Prior to the Booking visit (all women) 
 
Women should be provided with high quality information so they can make an informed 
choice about their screening options and pregnancy choices. Some women may choose not 
to have screening or may accept screening for some conditions and not others, and it is 
important that this choice is respected. 
 
Pregnant women should be informed about the purpose of any test before it is performed. 
The healthcare professional should ensure the woman has understood this information and 
has sufficient time to make an informed decision. The right of a woman to accept or decline a 
test should be made clear (NICE 62 - 1.1.1.8). Information about antenatal screening should 
include balanced and accurate information about the condition being screened for (NICE 62 - 
1.1.1.10). 
 
The UK NSC booklet, ‘Screening tests for you and your baby’, should be given to all women 
at the earliest opportunity, ideally before the booking visit with the midwife. The NSC booklet 
can be downloaded in several languages at 

Syndrome Detection rate  Screen positive rate  

T21 85% 1.8-2.5% 

T18/T13 80% 0.1-0.2% 

Quadruple (T21 only) 
singleton and 
Monochorionic twin 
pregnancy  

80% 2.5-3.5% 
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https://www.gov.uk/government/publications/screening-tests-for-you-and-your-baby-
description-in-brief  
 
 
4.2 Booking Visit  
 
Screening tests should be discussed in depth and in a way that is appropriate to the 
woman’s understanding at the booking appointment.  Women must have been given 
information about the test at least 24 hours before the test is performed. 
 
All discussions regarding the test and acceptance/decline should be recorded in the woman’s 
handheld maternity record, CSC Maternity and the checklist for Screening for Down’s, 
Edwards’ and Patau’s Syndrome (Appendix 2). This ensures auditable evidence of the offer 
of screening and ensures equity and standardisation of the information given. 
 
 
4.3 Arranging the test  
 
The midwife at booking will arrange an appropriate ultrasound appointment according to the 
woman’s decision to accept or decline screening. However this should not limit the woman 
as she is able to change her mind up to the point that gestation is too advanced to undertake 
screening. 
 
 
4.4 Ultrasound appointment 
 
At the ultrasound appointment the sonographer/midwife sonographer will welcome the 
woman and introduce themselves. They will ascertain whether the woman has decided to 
have screening of not by review of the checklist and discussion with the woman. The 
checklist will be signed by the sonographer to confirm discussion and the decision made by 
the woman.   
 
 
4.5 Dating Scan 
 
If the woman has declined screening but accepted a dating scan, this will be performed in 
line with National Standards for the dating scan. The following will be performed 
 

 Confirm viability  

 Confirm number of fetuses 

 Measurement of the CRL to provide estimated date of delivery (EDD) 

 Check early anatomy 
  
An NT of ≥ 3.5mm is a fetal abnormality associated with both chromosomal and cardiac 
abnormalities. Therefore if the NT appears to be increased the sonographer will measure 
and report if ≥ 3.5mm.  If the NT is ≥ 3.5mm the woman will be seen and counseled by either 
the Antenatal or Newborn Screening Co-ordinator or an Antenatal Clinic (ANC) / Pregnancy 
Assessment Unit (PAU) midwife. If the woman has accepted CS this should be completed by 
taking the blood test as this may provide some additional information. If the woman declined 
screening this will be reoffered in light of the new information but the woman can still decline.  
Fast-track referral to the Fetal Medicine Unit at the RVI will be offered and if accepted this 
appointment will be arranged. If CS is competed the Screening Lab should be contacted on 
0191 2820956 to advise that the sample is being sent so that the sample will be processed 
urgently and results are sent to FMU RVI to be available for the woman’s appointment. Dr 
Jane Milne is to be listed as the referring Consultant to ensure appropriate follow up for these 
women within CDDFT’s Fetal Medicine Service. Women should be informed of the possibility 

https://www.gov.uk/government/publications/screening-tests-for-you-and-your-baby-description-in-brief
https://www.gov.uk/government/publications/screening-tests-for-you-and-your-baby-description-in-brief
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of abnormal findings at the dating scan at their booking appointment. (See pathway for 
referral to Fetal Medicine Unit RVI for Atypical Screening Results Appendix 3). See Atypical 
Screening Test Result in Pregnancy for further information. 
Specific information can be given to the patient obtained from the NSC website as follows: 
http://fetalanomaly.screening.nhs.uk/publicationsandleaflets. 
 
If a fetal anomaly is detected on scan please refer to pathway for referral/management of 
structural anomalies at 11-14 week scan (Appendix 4). 
 
 
4.6  Combined Screening (CS) 
 
If the woman has decided to have screening for T21 and/or T18/T13 the NT will be measured 
by a certified sonographer with an FMF number and the measurement will be recorded on 
the ultrasound report and the screening request form (Appendix 5). 
 
Following the ultrasound scan a blood test will be taken from the woman using a 
biochemistry Ochre top tube (addressograph sticker can be used).  NB: if other blood tests 
are being taken the biochemistry test must be taken first as the test can be contaminated by 
EDTA which will invalidate the test.  
 
The blood test request form must be completed fully and accurately, including ticking 
the appropriate 1st trimester boxes in the top right hand corner, as all information on 
the request form directly impacts on the test results.  
 
If the NT measurement is ≥ 3.5mm and the woman has consented to screening for T21 
and/or T18/T13 fast-track referral to the Fetal Medicine Unit at the RVI will be offered and if 
accepted this appointment will be arranged.  Dr Jane Milne is to be listed as the referring 
Consultant to ensure appropriate follow up for these women within CDDFT’s Fetal Medicine 
Service. The Screening Lab (0191 2820956) is to be informed that sample is being sent 
together with details of the appointment at the RVI so that the sample will be processed 
urgently and the result available when the woman attends the Fetal Medicine Unit at the RVI.  
(See pathway for referral to Fetal Medicine Unit RVI for Atypical Screening Results Appendix 
3).  See Atypical Screening Test Result in Pregnancy for further information. 
 
A record of screening is made on the ultrasound report and in the woman’s handheld 
records, and the screening checklist, signed by the sonographer performing the scan, is filed 
in the woman’s handheld notes to enable auditable evidence of screening. 
 
If a fetal anomaly is detected on scan please refer to pathway for referral/management of 
structural anomalies at 11-14 week scan (Appendix 4). 
 
 
4.7   Quadruple test/MSS 
 
When screening has been accepted and CS cannot be carried out for any reason the woman 
will be offered QT. The woman will be advised that QT will only provide a risk for T21. 
 
Women with a twin pregnancy who wish to have QT need to be seen and counseled by a 
Consultant experienced in managing multiple pregnancies. 
 
Confirmation of decision and appointment is documented in the woman’s handheld records. 
 
QT can be performed between 14+2 to 20+0 weeks. However the optimum time for the QT is 
16 weeks. An appointment is made for the woman to attend ANC in designated QT slot. 

http://fetalanomaly.screening.nhs.uk/publicationsandleaflets
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If the woman DNA’s this appointment she will be contacted to see if she still wishes 
screening, if she does a new appointment will be made.  The telephone conversation will be 
documented on a failed appointment sheet and stored in ECDM. If the woman is undecided 
then contact numbers are given to her to ring for an appointment and an arrangement is 
made for the midwife to contact the woman again the following week to confirm the decision, 
again this should be clearly documented. 
 
At the appointment for QT, there should be review of the checklist and discussion with the 
woman to ensure she has the opportunity to ask questions and give informed consent.  A 
blood test will be taken from the woman using a biochemistry Ochre top tube.  NB: if other 
blood tests are being taken the biochemistry test must be taken first as the test can be 
contaminated by EDTA which will invalidate the test. 
 
The blood test request form must be completed fully and accurately, including ticking 
the 2nd trimester box in the top right hand corner, as all information on the request 
form directly impacts on the test results.  
 
A record of screening is made in the woman’s handheld records and the screening checklist, 
signed by the midwife taking the blood sample, is filed in the woman’s handheld notes to 
enable auditable evidence of screening. 
 
 
4.8  All Screening samples – Failsafe 
 
At time of sample  
 

 Put addressograph for woman in screening book and/or checking form.  

 Obtain and record accurate daytime contact telephone number for the woman.  

 Inform the woman when results will be available and how they will be given. 

 Specimen and fully completed form to be checked by person taking sample and one 
other person, this should be recorded on checking list (Appendix 6).  

 Specimens to be put in appropriate secured box ready for transportation to MSS 
Laboratory at RVI Newcastle (check local unit procedure). 

 The checking form should be faxed to the MSS lab at the RVI to ensure that all 
samples sent actually arrive, the RVI lab will contact Unit if any discrepancies. 

 DMH fax copy to Screening Coordinator (01388 455574) for checking of results. 
 
 
4.9 Results  
 
Results, patient letter and outcome form are uploaded onto the E-reporting system when the 
results are available. The Screening Coordinator and some ANC/PAU midwives have access 
to this system. In the South of the Trust, the results are checked by the Screening 
Coordinator or ANC/PAU midwife each day. In the North of the Trust results are checked by 
ANC midwives each day.  All results should be available within 2-3 working days of the 
screening test being undertaken.  
 
 
Low risk results 
 
All women with a low risk result receive a letter within 14 days of the test being taken to 
inform them of the result. The E-reporting system will be checked daily; results, patient letter 
and outcome form will be printed, checked for accuracy and actioned as below:  
 

 The patient letters will be stamped with ‘Please put this letter in your notes’ stamp, 
signed and put into window envelope. 
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 The envelope will be stamped with ‘1st class post’ stamp. 

 The report will be stamped with letter sent, dated and signed, addressograph sticker 
will be applied as well as Obs Speciality sticker, the report will be sent for scanning 
into ECDM. 

 The outcome report will be sent to the ward clerks to complete and return to 
laboratory at delivery. 

 The result will be recorded in the screening book/folder to ensure all results are 
received. 
 

1st failsafe point: If a result is not received for a woman who is listed in the screening 
book/folder this will be followed up with the laboratory to ensure a result is received.  
 
2nd failsafe point: At the 16 week appointment the community midwife will ensure the woman 
has received the letter and records the result in the results section of the hand held notes. If 
a woman had screening and does not have a letter the community/ANC midwife will follow up 
with the Screening Coordinator. 
 
 
Increased risk results (screen positive)    
 
Women who have a risk greater than or equal to 1 in 150 (2-150) for T21 or T18/T13 either 
by CS or QT are considered to be at increased risk. 
 
Contact will be made initially by telephone within 3 working days by the Screening 
Coordinator or ANC/PAU midwife. The woman will be given the opportunity to discuss further 
management and a face to face discussion will be offered. The telephone discussion and 
face to face discussion is recorded on the Antenatal and Newborn Screening Contact Sheet 
(Appendix 7) which will be labeled and sent for scanning into ECDM following discussion.  
 
Results are not usually relayed immediately prior to a weekend. 
 
Results will be given in a way that is appropriate to the woman, including written and verbal 
information.  
 
Following discussion the woman will be given contact numbers for the Screening Co-
ordinator or ANC/PAU midwife and Antenatal Results and Choices (ARC) details (www.arc-
uk.org). 
 
Women will be offered the following choices which will be discussed fully: 
 

 Invasive test (Amniocentesis/Chorionic Villus Sample). 

 Anomaly scan at 18+0 to 20+6 weeks (50% of babies with T21 and less than 5% of 
babies with either T18 or T13 will not be identified). 

 Do nothing. 
 
If the woman wishes to proceed with an invasive test and there are no atypical/truncated 
markers then an appointment is made at either the Fetal Medicine Unit at the RVI or James 
Cook University Hospital, dependent on the woman’s preference. 
 
Written information regarding the invasive testing procedures is sent via post or given at face 
to face discussion (http://fetalanomaly.screening.nhs.uk/publicationsandleaflets).   
 
Referral for Invasive Testing Form will be completed (Appendix 8), the appropriate Unit will 
be contacted and the appointment made. Following this the Referral Form, blood group and 
Infectious Diseases in Pregnancy results will be faxed to appropriate Unit. The Referral Form 
will also be faxed to Screening Coordinator to allow details to be entered onto the database 

http://www.arc-uk.org/
http://www.arc-uk.org/
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(01388 455574). Dr Jane Milne should be listed on the Referral Form as Consultant for these 
women, this is to ensure appropriate follow up within the Trust’s Fetal Medicine 
Service/Antenatal Services.  
 
If there are any atypical/truncated results or any other anomalies present the woman should 
be referred to the Fetal Medicine Unit at the RVI. 
 
Written information regarding the invasive testing procedures is sent via post or given at face 
to face discussion (http://fetalanomaly.screening.nhs.uk/publicationsandleaflets).   
Referral to Fetal Medicine Unit (FMU) RVI Atypical Screening Result Form will be completed 
(Appendix 3), FMU RVI will be contacted and the appointment made. Following this the 
Referral Form, blood group and Infectious Diseases in Pregnancy results will be faxed to the 
FMU RVI. The Referral Form will also be faxed to Screening Coordinator to allow details to 
be entered onto the database (01388 455574). Dr Jane Milne should be listed on the 
Referral Form as Consultant for these women, this is to ensure appropriate follow up within 
the Trust’s Fetal Medicine Service/Antenatal Services.  
 
The appointment for the invasive test should be within 5 working days.   
 
The Invasive Testing Unit will contact the woman with results (usually within 48 working 
hours of the test) and in the case of a confirmed abnormality the Duty Obstetrician or Dr 
Milne will be contacted by telephone to arrange follow up. This information should be relayed 
to the screening Co-ordinator to allow completion of the pathway. 
 
Results may be required to be relayed to other health professionals i.e. Community Midwife 
and Consultant Obstetrician.  

5 INFORMATION REGARDING MOSAIC KARYOTYPE PRE-NATAL DIAGNOSIS (PND) RESULTS 

If a woman choses to have invasive test and the QFPCR result shows a mosaic pattern the 

RVI Fetal Medicine Consultant / James Cook Consultant, Clinical Geneticist and the 

Cytogenetic Laboratory will discuss and plan advice and management before sharing the 

result with the woman. 

It is usually recommended that parents are advised to wait for the long term culture results 

before a final diagnostic conclusion can be reached. Sometimes the long term results still do 

not give definitive information. 

The above will be managed by the Fetal Medicine Team at the RVI or James Cook Team. 

6 ATYPICAL / TRUNCATED SCREENING RESULTS 

Regional guidance is followed for Atypical/Truncated results. (See Guideline for Atypical 
Screening Test Result in Pregnancy following screening for Down’s, Edwards’ and Patau’s 
Syndrome). 

7 OUTCOME OF PREGNANCY PROFORMAS 

Outcome forms are printed from the e-reporting system when the screening result is 

accessed. The outcome form is sent to the postnatal ward clerk for completion at delivery. 

Once completed the form should be sent back to the Regional Screening Laboratory in 
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Newcastle for audit purposes. It is essential that all outcomes are received in order to provide 

accurate detection and screen positive rates based on our local population. 

8 DISSEMINATION ARRANGEMENTS 

All midwifery and obstetric staff caring for pregnant women. 

9 MONITORING 

9.1 Local monitoring  
 
Monitoring of the Down’s, Edwards’ and Patau’s Syndrome Screening Programme, including 

management of atypical screening test results, is through the CDDFT Quality Screening 

Steering Group which meets quarterly and reports to the Trust Board through the Care 

Closer to Home (CCtH) Clinical Quality Experience Meeting which feeds the CCtH integrated 

governance report to the Trust board through the Quality Healthcare Governance 

Committee. 

The Screening Co-ordinator will maintain a database and record details of women who have 

been identified as increased risk or have atypical screening results. This information will be 

used to ensure women are followed up appropriately and referrals to other services where 

needed have been made (the Screening Co-ordinator will not be responsible for making the 

referrals unless this is stated in the guideline above). The local CDDFT Quality Screening 

Steering Group and the Cumbria and North East (CANE) Regional Programme Board will be 

kept up to date regarding any process issues identified through this process. 

The Trust operates a ‘being open policy’ and any incidents will be reported initially on the 

Trust Safeguarding system with each incident assessed and graded accordingly. The 

Screening Co-ordinator will receive notification of all screening related incidents. The 

Screening Co-ordinator will inform the CANE Screening and Immunisation (SIMS) Team and 

the Regional Quality Assurance Team of appropriate incidents in a timely manner. All 

screening incidents including serious incidents will be investigated following Public Health 

England’s (PHE) ‘Managing Safety Incidents in NHS Screening Programmes Guidance’ 

October 2015, https://www.gov.uk/government/publications/managing-safety-incidents-in-

nhs-screening-programmes. 

 
9.2 Regional monitoring  
 
The CANE SIMS Team will monitor the screening process by National Service Specifications 

and attendance at CDDFT Quality Screening Steering Group meeting as well as the CANE 

Regional Programme Board which is managed by the Area Team and meets on a quarterly 

basis. This meeting is attended by the Screening Co-ordinator. 

 
9.3 Local risk management process 
 

https://www.gov.uk/government/publications/managing-safety-incidents-in-nhs-screening-programmes
https://www.gov.uk/government/publications/managing-safety-incidents-in-nhs-screening-programmes
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The Screening Co-ordinator will receive notification of all screening related incidents. In 

addition, incident reports will be generated via the safeguard system in response to delays in 

the process of taking, processing, repeating or failing to take blood samples. These will be 

received by the risk manager who will grade the incident and ensure, with the Screening Co-

ordinator, that an investigation is undertaken. Findings and actions will be reported to the 

appropriate risk manager who will report to the perinatal governance committee; any agreed 

action at this meeting will be taken by the nominated person(s) within the care group. The 

Screening Co-ordinator will inform the CANE SIMS Team and Regional Quality Assurance 

Team (RQAT) of appropriate incidents in a timely manner. All screening incidents including 

serious incidents will be investigated as outlined above (section ). 

 
9.4 Quality Assurance Process 
 
All screening programmes have a defined set of standards that providers have to meet to 

ensure that programmes are safe and effective. In order to assure quality to the programmes 

PHE have developed a Quality Assurance process with the intention of advising on the 

development and improvement of these standards. This involves checking that these 

standards are met in screening services, encouraging continuous improvement in screening 

delivery and addressing quality concerns with providers and commissioners where required. 

To do this teams have been set up to provide External Quality Assurance (EQA). Formal 

EQA visits to a local screening programme provide the forum for a review of the whole 

multidisciplinary screening pathway and an assessment of the effectiveness of team working 

within the screening centre and associated referral sites. QA visits may be undertaken as 

part of screening quality assurance. 

The performance of the local programmes are monitored in a variety of ways such as review 

of statistics, regional meetings or informal visits to local programmes, all of which offer a 

valuable insight into the activity of a local programme. 

In order to provide assurance that patients receive treatment and care in a timely manner 

RQAT will consider the interfaces between screening, referral and treatment, timeliness of 

care and the transfer of information between screening services and treatment services.  

 
9.5 Key Performance Indicators 

Key performance indicators (KPIs) for the NHS Screening Programmes were introduced in 

2011 to provide a way of measuring how well the screening programmes are doing in 

important areas.  The Fetal Anomaly Programme currently has 1 KPI attached to it; this is 

reported quarterly to CDDFT Quality Screening Steering Group, CANE SIMS Team, EQA 

Team and Public Health England to monitor our performance in these areas.  
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Detail how performance will be measured. 

Monitoring Criterion  

Who will perform the 

monitoring? 

Maternity Services 

What are you monitoring? Compliance with Guideline, National Standards, Service 

Specification (section 7a agreement) and Documentation 

 

KPI: completion of laboratory request forms 

 Acceptable ≥ 97.0% 

            Achievable = 100%    

 

“Number of completed lab request forms”, completed 

laboratory request forms (numerator) is the number of 

submitted laboratory request forms with completed data 

for all of the following fields at the initial request: 

 

• Sufficient information for the woman to be uniquely 

identified 

• Woman’s correct date of birth 

• Maternal weight 

• Ethnicity 

• Smoking status 

• IDDM/NIDDM information 

• IVF details 

• Details of PV bleeding in pregnancy 

• Details of previous Trisomy or chromosomal anomaly 

• CRL and NT in millimetres and scan date, singleton or 

chorionicity if twin pregnancy                                                              

• Sonographer ID 

 

"Number of submitted lab request forms”, submitted 

laboratory request forms (denominator) is the total 

number of request forms for Down’s syndrome screening 

submitted to the laboratory within the reporting period 

during the recommended timeframe for analysis of 10+0  

weeks to 20+0 weeks gestation (inclusive).  

 

All services should aim for completion of all laboratory 

request forms.  The ‘acceptable’ threshold above reflects 

the possibility that some women may not wish to supply 

their family origin or smoking status. 

 

This KPI measures only laboratory requests submitted 

within the recommended timeframe for analysis, and not 

subsequent or repeat requests. 
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When will the monitoring 

be performed? 

Quarterly and Annually 

How are you going to 

monitor? 

Through the CDDFT Quality Screening Steering Group 

and publication of the Annual Screening Report, the 

Cumbria and North East (CANE) Regional  Programme 

Board, External Quality Assurrance 3 yearly reviews, and  

Safeguard Incident System. 

What will happen if any 

shortfalls are identified? 

Action plans will be formulated and put into place in 

accordance with compliance. 

 

Guidelines will be amended as required. 

 

Issues will be reported to the Obstetrics and 

Gynaecology Assurance Group through the CDDFT 

Quality Screening Steering group. 

 

Incidents will also be monitored through the maternity 

dashboard.  

 

Obstetrics & Gynaecology Assurance Group will address 

shortfalls and implementation of action plans. 

Where will the results of 

the monitoring be 

reported? 

Feedback will be presented at CDDFT Quality Screening 

Steering Group. 

 

Clinical Audit / Clinical Governance meetings. 

How will the resulting 

action plan be progressed 

and monitored? 

Through Clinical Governance. 

How will learning take 

place?  

Mandatory Study Days, Team brief/meetings, adhoc 

study sessions. 

 

E-learning packages available.  

 

In addition to the monitoring outlined in the table 

attendance at Essential Training is recorded by People & 

Organisational Development and entered onto the Trust 

Training Management System, OLM. Monitoring of non- 

attendance will be in line with the Training Needs 

Analysis, Monitoring and Evaluation Policy and carried 

out by People & Organisational Development. Please 

refer to this policy for detailed information.     
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Appendix 2: Combined Screening in Pregnancy for Down’s (T21), Edward’s 
(T18)/Patau’s (T13) Syndromes 

 
Please read the following information and tick the boxes as required 
Woman’s details 
 
 
 
 
 
 
 
The Combined Test is in two parts: 
 

1. An ultrasound scan which dates the pregnancy and measures the Nuchal 
Translucency (NT) which is the amount of fluid under the skin at the back of the 
baby’s neck. This is carried out between 11+2 and 14+1 weeks of pregnancy. 

 
2. A blood sample is required to measure free beta hCG (Human Chorionic 

Gonadotrophin) and PAPP- A (Pregnancy Associated Plasma Protein – A).  
 
The NT measurement and blood test along with age, weight, ethnicity, smoking status and 
weeks of pregnancy will give a risk of the likelihood of the baby having Down’s syndrome 
and/or Edwards/Patau’s syndrome dependant on woman’s choice.  
 
A risk cannot be given until both parts of the test are completed. 
 
Quadruple Test 
 
If too late for the Combined Screening at scan appointment, a Quadruple blood test should 
be offered which screens for Down’s syndrome (T21) only. This test is carried out ideally 
between 16+0 and 17+6 weeks of pregnancy but can be taken from 14+2 to 20+0 weeks  
 
The cut off for both Combined Screening and Quadruple test is 1:150 
An increased risk (1:2-1:150) will result in the opportunity to have a further discussion and 
the offer of a diagnostic test. Diagnostic tests are performed at the RVI in Newcastle or 
James Cook University Hospital. 
 
Results 
Lower risk result:  by letter usually within 2 weeks of the test being taken. 
Increased risk result:  by telephone, usually within 3 working days of the result being 
available. 
 
Quadruple test can be offered for multiple pregnancy where combined test cannot be 
achieved, the test can be performed following consultation with Consultant or screening 
midwife. 
 
Information 
 

CDDFT Antenatal and Newborn Screening Team: 01388 455070 
Antenatal results and Choices: www.arc-uk.org  
 

 National booklet ‘Screening Tests for You and Your Baby’ provided 
 
This booklet is available in several languages, including easy read at: 
www.gov.uk/government/publications/screening-tests-for-you-and-your-baby-description-in-brief 

Addressograph/PID Notes and any special requirements: 

 

 

 

Preferred language: 

 

http://www.arc-uk.org/
https://www.gov.uk/government/publications/screening-tests-for-you-and-your-baby-description-in-brief
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I have informed the woman of the following:  
        

 The test may provide a result that suggests a problem other than Down’s syndrome,   
      Edward’s/Patau’s syndrome in which case an opportunity to discuss this further with a  
      member of the screening team will be given.   

 
  It is not always possible to measure the NT due to poor picture quality and/or  
the position of the baby. If this should occur the scan department will make every effort to 
provide one further appointment. In the event that this is not possible a quadruple test 
should be offered and arranged.   
 

 In the event that an early pregnancy scan has occurred then it is important to     
     check the dates at the booking appointment to ensure correct timing of the screening   
     tests. 
 

 If pregnancy is between 14+2 to 20+0 weeks at dating scan a quadruple test will be offered  
     and arranged, ideally between 16+0 to 17+6. 
 

 If screening is declined but NT is greater than or equal to 3.5mm an appointment will be 
     offered at the Fetal Medicine Unit at the RVI because of the association with heart  
     and chromosome conditions.  
      
Woman’s statement 
I agree that I have been given the information above and had the opportunity to discuss 
these tests with a midwife. I have indicated my choice below.   
 
 
 
 
 
Please tick the test/tests requested from the list below: 
 

 No screening 
  

 All conditions (T21, T18/13) 
 

 Down’s Syndrome (T21) only 
 

 Edward’s (T18)/Patau’s (T13) only  
 
Health Professional’s statement 
I have provided the woman named above with the relevant information and have gained 
verbal consent to have the above screening tests undertaken. 
 
 
 
 
 
 
 
Ultrasound department 
I have checked and confirmed the screening test option chosen and informed a woman who 
has declined screening that as part of the early pregnancy scan the nuchal translucency may 
be measured, if seen to be enlarged, in line with PHE (NSC) guidelines. 
 

Appendix 3 

 

Print Name:                                                      Sign: 

 

Date     /    /                                                     NMC PIN: 

 

 

 Print Name:                                                       Sign:  

 

Date     /    /        FMF number: 

 

 

 

Print Name:                                                  Signature: 

 

Date     /    /                                                     
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Appendix 3 

Antenatal & Newborn Screening Proforma - referral to FMU RVI  

Atypical Screening Results; NT > 3.5mm; Structural Anomalies 

Please complete and fax with copy of blood results to RVI and to CDDFT screening midwife 

Addressograph 
 
 
 
 
 
 
Contact Telephone Number 

Cons                Dr Jane Milne 

Gestation 

EDD 

Date of booking with CMW 

UHND/SBH/DMH/BAGH 

GP Name & Practice 
 
 

Reason for referral 
 

Date woman informed of results Combined Screening Accepted          Yes/No 
 

1
st

 Trimester Combined Screening 
Result     1: 

 
NT > 3.5mm Screening Lab informed sample to be 

processed urgently & result sent to 
FMU RVI for appointment 
 

2
nd

 Trimester MSS 
Result     1: 
 

Low uE3 
 

Combined Fetal Medicine Genetics Clinic 

Gestation 
at 
referral 
 
 

Date of 
Appointment 

Time of Appointment PND:  CVB/Amnio: 
Please advise women on anti-coagulant 
therapy/aspirin not to take their 
medication on the day of RVI 
appointment and for 48hrs following an 
invasive procedure 

Patient informed of all options (please circle) 
1. Invasive test CVS/AMNIO (aware of 1% miscarriage 

rate). 
2. 18-20 week anomaly scan. 
3. Do nothing. 

ARC contact details  Helpline 0845 077 
2290  www.arc-uk.org 
 
Given to woman        Yes/no 

Referred by                                            Signature 
(print name) 
 
Date 

Fax copy of result with referral  
Blood group           faxed           declined       
Other bloods         faxed        declined 
HIV                      faxed        declined        

Hep B                  faxed         declined 

For screening team use only 
Recorded on database        YES        NO    Date: 

OUTCOME and  Follow up appointments 
 

QfPCR result 
 
Woman aware             
yes/no 

Array Result 
 
Woman aware         yes/no 

Database updated               YES         NO    Date: 

RVI referrals telephone 0191 282 5837               
RVI referrals fax 0191 282 5455              
CDDFT screening co-ordinator 07825113604, Fax 01388 455574 

http://www.arc-uk.org/
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Appendix 4 

Guidelines for Referral of Structural Anomalies identified at 11-14 week ultrasound  
 
 

1. Anencephaly 
 
All women whose fetus has anencephaly should be seen by the Duty Obstetrician to 
discuss the lethality of the condition and offer termination of pregnancy. 
All women whose fetus has anencephaly can be offered referral for confirmation by a 
second sonographer or UHND Fetal Medicine Clinic. 

 
 

2. Anterior abdominal wall defects (AAWD) 
 
All women whose fetus has exomphalos should be referred to FMU RVI; women can 
be offered an interim appointment at UHND Fetal Medicine Clinics to allow further 
discussion about the condition and the association with chromosome anomalies. 
 
All women whose fetus has gastroschisis or where the nature of the AAWD is 
uncertain can be referred to UHND Fetal Medicine Clinics for further assessment and 
information prior to referral to FMU RVI. 
 

 
3. Megacystis 

 
All women whose fetus has mild/moderate megacystis (longitudinal bladder diameter 
8-12mm) should be referred to UHND Fetal Medicine Clinics.  
 
All women whose fetus has severe megacystis (longitudinal bladder diameter > 12 
mm) or persistent mild/moderate megacystis (longitudinal bladder diameter 8-12 mm) 
should be referred to FMU RVI. 

 
 

4. Other anomalies 
 
All women whose fetus has any other suspected major anomaly should be referred to 
UHND Fetal Medicine Clinics or FMU RVI. 
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Appendix 5    Screening Request Form

 

Key performance indicators (KPIs) for the NHS Screening Programmes were introduced in 

2011 to provide a way of measuring how well the screening programmes are doing in 

important areas. The Fetal Anomaly Programme currently has one KPI attached to it; this is 

reported quarterly to CDDFT Quality Screening Steering Group, CANE SIMS Team, EQA 

Team and Public Health England to monitor our performance in these areas.  

KPI FA1 is the number of correctly completed laboratory request forms. Completion of the 

request forms is monitored as all information on the request form directly impacts on the 

screening result. KPI FA1 acceptable standard is > 97% with achievable standard of 100%. 

The screening coordinator (LCO) maintains a database of incomplete laboratory request 

forms where missing information is recorded against the practitioner who took the blood. At 

the end of each month the LCO will do the following:  

1st episode of missing information  

Letter will be sent to the practitioner informing them of the missing information and to offer 

support.   

2nd episode of missing information 
Repeat in subsequent months - the practitioner’s manager will be involved. An informal plan 
based on individual circumstances will be developed following discussion with the manager. 
This could include eLearning, supported practice etc, at the manager’s discretion.  
3rd episode of missing information 
Repeat in a subsequent month bringing total to 3 or more months with missing information - 
mandatory meeting with the LCO and the practitioner’s manager. A formal individualised 
action plan including an education package will be created and a time frame set for actions.  
4th Avoidable repeat by a midwife 
If a practitioner has any further avoidable repeats their supervisor will be informed for a 
supervisory plan to be put in place. A management investigation will also be initiated.  
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Appendix 6 

Antenatal and Newborn Screening:  
Screening for Down’s or Edwards and Patau’s Syndrome blood tests checking sheet 
Blood request forms must be checked and signed by 2 people  
 

 

PID/Addressograph  Gest  Test Completed by: Checked by: 

 
 
 
 
 
 
Tel: 

 T21      

Result:  1:            

T18/13 

Result:  1:            

 

 
 
 
 

Letter Sent  

 

 
 
 
 ---- 
 
 
Tel: 

 T21      

Result:  1:            

T18/13 

Result:  1:            

 

 
 
 
 

Letter Sent  

 

 
 
 
 
 
 
Tel: 

 T21      

Result:  1:            

T18/13 

Result:  1:            

 

 
 
 
 

Letter Sent  

 

 
 
 
 
 
 
Tel: 

 T21      

Result:  1:            

T18/13 

Result:  1:            

 

 
 
 
 

Letter Sent  

 

 
 
 
 
 
 
Tel: 

 T21      

Result:  1:            

T18/13 

Result:  1:            

 

 
 
 
 

Letter Sent  

 

 
 
 
 
 
 
Tel: 

 T21      

Result:  1:            

T18/13 

Result:  1:          

 

 
 
 
 

Letter Sent  

 

 

DATE:                                    AM/PM                                   

AM/PM 
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Appendix 7 Antenatal and Newborn Screening Contact Sheet 

Fax to CDDFT Screening Co-ordinator 01388 455574 
Addressograph 
 
 
 
 
 
Contact Telephone Number 

Gestation 

EDD 

Cons 

UHND/SBH/DMH/BAGH 

GP Name & Practice 
 
 

Haemoglobinopathy Screening 
 
Sickle Cell Carrier 
 
Beta Thal Carrier 
 
Other 
 

Infectious Disease Screening 
 
Hep B 
 
HIV 
 
Syphilis 
 

FASP 
 
Combined 1

st
 T Screening 

 
2

nd
 T QT 

 
Anomaly Scan 

Management Plan (details of referral & appointment) 
 
 
 
 

Signature 
 

Date 
 

Time 

  
 

Name & Signature 
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Appendix 8 

Antenatal & Newborn Screening Proforma - referral for invasive testing  

(no truncated results & NT < 3.5mm) 
Please complete and fax with copy of blood results to RVI/JCUH and to CDDFT screening midwife 

ADDRESSOGRAPH     OR  
Consultant:  Surname 

 
Forename 

Address 
 
 
 
Postcode 

NHS Number GP Name and 
address 
 
 
 

Date of booking 
with MW 

Hospital Number  

DOB Telephone Number 
 

EDD 

Date woman informed of increased risk result Appointment for counselling offered               
Yes/No (if no give reason) 

 

Date of test Combined Test 
Result 
     1: 
 
Cut off  1:150 

Quadruple test 
Result 
    1: 
 
Cut off  1:150 

Patient informed of all options when increased 
risk (please circle) 

1. Invasive test CVS/AMNIO (aware of 
1% miscarriage rate). 

2. 18-20 week anomaly scan. 
3. Do nothing. 

Date of 
referral  
 

Gestation at referral 
 

ARC contact details  Helpline 0845 077 
2290  www.arc-uk.org 
 
Given to woman        Yes/no 

Date of Appointment 
 
 

Time of Appointment 

 
Fax copy of result with referral  
Blood group           faxed           declined        
Other bloods         faxed        declined 
HIV                      faxed        declined         

Hep B                  faxed         declined 
 

 
PND:  CVB/Amnio: 
Please advise women on anti-coagulant 
therapy or aspirin not to take their 
medication on the day of the procedure 
and for 48hrs following procedure 

Hospital:   SBH/UHND/BAGH/DMH  (please circle) 
 
Referred by                                            Signature 
(print name) 

OUTCOME and  Follow up appointments 
 

  

For screening team use only 
Recorded on database        YES        NO    Date: 

 

QfPCR result 
 
Woman aware             yes/no 

Full karyotype  
 
Woman aware         yes/no 

Database updated               YES         NO    Date: 

 
RVI referrals telephone 0191 282 5837  JCUH referrals telephone 01642 854883                
RVI referrals fax 0191 282 5455                                                     JCUH referrals fax 01642 282493     
CDDFT screening co-ordinator 07825113604, Fax 01388 455574 

 

http://www.arc-uk.org/
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 Equality Analysis / Impact Assessment 

                

        Full Assessment Form         

 v2/2011 

Division/Department:   Family Health Maternity  Services 

   

Title of policy, procedure, decision,  

project, function or service: 

 Screening for Down’s, Edwards’ and Patau’s 

Syndromes 

   

Lead person responsible: 

 

 Evidence Base Practice Group - Chair 

   

People involved with completing  

this: 

 

 Dr Milne 

Sheila Reed 

  

 Type of policy, procedure, decision, project, function or service: 

  

 Existing     Yes  

  

 New/proposed   

  

 Changed   
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        Step 1 – Scoping your analysis         

  

What is the aim of your policy, procedure, project, decision, function or service and 

how does it relate to equality? 

To ensure women have safe equitable care 

 

Who is the policy, procedure, project, decision, function or service going to benefit 

and how? 

Pregnant women and their families 

 

What outcomes do you want to achieve? 

Good outcome 

No incidents 

Good experience for women and their families 

 

What barriers are there to achieving these outcomes? 

Not adhering to guidelines and policies  

Non attendance at training and education  

 

How will you put your policy, procedure, project, decision, function or service into 

practice? 

Monitoring incidents and ensuring lessons are learned  

 

Does this policy link, align or conflict with any other policy, procedure, project, 

decision, function or service?  

Yes – links with GUID/MAT/1212 Atypical Screening Test Result in Pregnancy 

following screening for Down’s, Edwards’ and Patau’s Syndrome 
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        Step 2 – Collecting your information    

 

What existing information / data do you have? 

Incident data 

 

Who have you consulted with? 

Clinical Colleagues 

 

What are the gaps and how do you plan to collect what is missing?  

N/A 

 

                

        Step 3 – What is the impact?    

  

 Using the information from Step 2 explain if there is an impact or potential for 

impact on staff or people in the community with characteristics protected under 

the Equality Act 2010?  

 

Ethnicity or Race 

No 

 

Sex/Gender  

No 

 

Age 

No 
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Disability 

No 

 

Religion or Belief 

No 

 

Sexual Orientation 

No 

 

Marriage and Civil Partnership 

No 

 

Pregnancy and Maternity 

No 

 

Gender Reassignment 

No 

 

Other socially excluded groups or communities e.g. rural community, socially 

excluded, carers, areas of deprivation, low literacy skills 

No 
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        Step 4 – What are the differences?       

  

 

Are any groups affected in a different way to others as a result of the policy, 

procedure, project, decision, function or service? 

No 

 

Does your policy, procedure, project, decision, function or service discriminate 

against anyone with characteristics protected under the Equality Act? 

No 

 

If yes, explain the justification for this.  If it cannot be justified, how are you going to 

change it to remove or mitigate the affect? 

N/A 

 

                

        Step 5 – Make a decision based on steps 2 - 4  

  

 

If you are in a position to introduce the policy, procedure, project, decision, function 

or service? Clearly show how this has been decided. 

Agreed at Obstetrics and Gynaecology Operational Group, Reviewed at Care Closer to 

Home Patient Safety Committee and Clinical Standards and Therapeutics Committee 

and approved at the Quality & Health Care Governance Committee 

 

If you are in a position to introduce the policy, procedure, project, decision, function 

or service, but still have information to collect, changes to make or actions to 

complete to ensure all people affected have been covered please list: 

N/A 
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How are you going to monitor this policy, procedure, project or service, how often 

and who will be responsible? 

Case by case basis 

Clinical Risk Midwife 

 
 

                

        Step 6 – Completion and central collation  

  

 Once completed this Equality Analysis form must be attached to any 

documentation to which it relates and must be forwarded to Jillian Wilkins, 

Equality and Diversity Lead. jillian.wilkins@cddft.nhs.uk 

 

 

 

mailto:jillian.wilkins@cddft.nhs.uk

