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	All women with a confirmed disease or syndrome

	9
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	Couples at Risk results

	11
	10.Process
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	11
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	Added
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	13
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	(NF2F) If the woman is counselled virtually then the partner will attended for F2F appointment for blood test and counselling.
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· Maternity History-She is weeks/ days. EDD-. LMP-. No terminations or Miscarriages. 
· Origins :    Woman           partner
· Family History: Any family history of Haemoglobinopathies? Her parental blood results, siblings and offer screening
· Medical History         
· Medication
· Social History
· Accommodation 
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· Smoking, drugs, alcohol
· Anxious, stress and depression
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	14
	Follow up after paternal screening
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	“Partner” results s must be made available to the Sickle Cell & Thalassaemia Service within 24hours to 72hours latest from the time of taking the blood sample.  
The administrative team must enter the woman and the partner on the specialist nurses diary in order to review the results and process.

	15
	-Paternal Carrier Results  Positive but (baby not “at risk” of inheriting a major haemoglobin disorder)
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	Benign Haemoglobinopathies

	15
	18.Antenatal Counselling – Couples “at risk” of having a baby with a major haemoglobin disorder
	Added
	If the woman is past 12 weeks 5 days this becomes very urgent so the specialist nurse must call UCHL as soon as possible and arrange an earliest date possible
The specialist nurse will complete the documentation on RiO and assessment tool.

	16
	19.Following Prenatal Diagnosis (PND)
	Added
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	20
	National Screening Committee (Quarterly Key Performance Indicators
	added
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· No of women identified as SCT carriers
· No. of biological fathers of the baby offered screening
· No. of biological fathers of the baby accepted screening:   In this pregnancy
· No. of biological fathers of the baby accepted screening:  *Not tested in this pregnancy. (previously tested in an NHS hospital/UK GP with documented results available)
· No. of biological father not screened (reason):    Declined
· No. of biological father not screened (reason):    unavailable for screening
Any other reason please state:
· No. of women at increased risk of having a baby with sickle cell disease or thalassaemia
· No. of women at increased risk of having a baby with sickle cell disease or thalassaemia offered PND
· No. of couples at risk of having an infant with SCT
· No. of couples at risk of having an infant with SCT offered PND
· No. of PND performed by 12 weeks + 6 days gestation:
· No. of PND performed after 13wks
· No. of women with initial screening results before 10+0 gestation having PND offer before 12+6?
· No. of women with initial screening results before 10+0 gestation having PND offer after 13wks?
· No. of women requiring interpreters having PND offer before 12+6
· No. of women requiring interpreters having PND offer after 13wks
· No. of affected babies identified through PND
· No. of women choosing TOP
Standard 7: Timely reporting of prenatal diagnosis (PND) results to parents
· Total Number of women who have PND (denominator)
· Total Number of women who received their PND result ≤ 5 days of test (numerator)

	21
	Laboratory Data
	Added
	Laboratory reporting can be simplified by considering the conditions that are likely to be encountered in the antenatal screening programme. These will comprise:
· those with no evidence of a haemoglobin variant or thalassaemia
· carriers of a haemoglobin variant
· thalassaemia carriers
· homozygote and compound heterozygote conditions
The annual KPIs are for the laboratory
Laboratory reporting can be simplified by considering the conditions that are likely to be encountered in the antenatal screening programme.
· Report format 0 for specimens screened by red cell indices only (low prevalence areas)
· Report format 1 for no abnormality detected.
· Report format 2 for the following haemoglobin variant carriers: HbS, HbC, HbD, HbE, HbOArab and Hb Lepore.
· Report format 3a for haemoglobin variant carriers where testing of the baby’s biological father is not required.
· Report format 3b is for haemoglobin variant carriers where testing of the baby’s biological father is required.
· Report format 4a for β thalassaemia carriers.
· Report format 4b for possible β thalassaemia carriers.
· Report format 5a for HPFH
· Report format 5b for δβthalassaemia carrier.
· Report format 6a for possible α0 thalassaemia carriers when both the biological mother and the baby’s biological father are of high risk family origins for α0.
· Report format 6b for HbH disease.
· Report format 7b for possible α thalassaemia carriers (MCH 25 to 27pg)
· Report format 8 for homozygote and compound heterozygote conditions.
· The SCT team are required to match the woman’s results to the partner results and submit the data

	22
	NHS Sickle Cell & Thalassaemia Screening Programme Annual Performance
	
	There are 9 Standard KPIS that have to be ,met by all services as listed below :
· Standard 1: Antenatal coverage- Achievable level: ≥ 99.0%
· Standard 2: Timeliness of antenatal screening test- Achievable level: ≥ 75.0%
· Standard 3: Completion of family origin questionnaire (FOQ)- Achievable level: ≥ 99.0%
· Standard 4: Antenatal screening test turnaround times- Achievable level: ≥ 95.0%
· Standard 5: Timely offer of prenatal diagnosis (PND) to women at risk of having an affected infant- Achievable level: ≥ 75%
· Standard 6: Timeliness of prenatal diagnosis (PND)- Achievable level: ≥ 75.0%
· Standard 7: Timely reporting of prenatal diagnosis (PND) results to parents- Achievable level: ≥ 90.0%
· Standard 8: Timely reporting of new-born screen positive results- Achievable level: ≥ 95.0%
· Standard 9: Timely receipt into Haemoglobinopathy centres- Achievable level: ≥95.0%

	22
	East London NHS Foundation Trust & Newham Sickle Cell & Thalassaemia Centre data
	
	· Monthly Activity Data is collated from the RiO IT System on activity at the Newham Sickle Cell & Thalassaemia Service.
· However most data must be kept on a spreadsheet as a failsafe
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	Executive Summary



The East London NHS Foundation Trust - Newham Community Services Sickle Cell and Thalassaemia Service, has a commitment, in conjunction with Newham University Hospital, to screen during the antenatal period for sickle cell, thalassaemia and other haemoglobin variants and follow up positive results for the Newham population.  This is a very diverse community at high risk of inheriting haemoglobin conditions.

The aim of this policy document is to address the local screening procedures and pathways for clients affected by these haemoglobin carrier states and conditions. This policy must be read in conjunction with the NHS England National Standards for Antenatal Sickle Cell and Thalassaemia Screening Programme.

	Changes to National Screening Program:



The NHS Screening Program is commissioned and hosted by NHS Public Health England (PHE). The NHS Sickle Cell and Thalassaemia (SCT) Screening Programme replace NHS Sickle Cell and Thalassaemia Screening Programme Standards October 2011 and have an implementation date of April 2017. There has been National Standard update from the 1st of February 2017. We have reviewed this guideline taking into consideration the National standard update.

The program has also moved please see contact details below:
PHE Screening, Floor 2 Zone B, Skipton House, 80 London Road, London SE1 6LH www.gov.uk/phe/screening Twitter: @PHE_Screening Blog: phescreening.blog.gov.uk
For queries relating to Screening issues, please contact: phe.screeninghelpdesk@nhs.net













	1.Introduction



Sickle cell disease and thalassaemia major syndromes (alpha and beta) are genetically inherited blood disorders, which mainly affect people whose ancestors are from Africa, Asia, the Middle East, the Mediterranean, and the Caribbean Islands, but is not exclusive to these populations.

People inherit these haemoglobin conditions in either a “carrier” or “diseased” state.  The people who are carriers have usually inherited a defective gene from one parent, and are considered “healthy carriers.”  It is important to identify carriers because the gene is passed from biological parent(s) to child.  A couple who are both carriers of a significant Haemoglobinopathy have a 1 in 4 or 25% chance, in every pregnancy, of having a child with a major haemoglobin condition.  

An individual with a major condition has inherited a defective gene from both parents and generally has a chronic lifelong condition where significant health issues are anticipated. Regular treatment is required and there is limited chance of a cure.  During pregnancy, prenatal diagnosis is offered, and the woman/couple may decide to accept termination of pregnancy for an affected fetus.

Individuals with sickle cell disease have a condition, which expresses itself with bouts of severe pain; serious life-threatening infections; and varying degrees of chronic and acute anaemia.  Medication to manage pain when it occurs, and prophylactically to reduce the risk of infections, is required throughout their lives. Individuals with thalassaemia major syndrome inherit a severe anaemia, which requires them to have regular blood transfusions, 4-8 weekly, for survival.

It is also possible to inherit “benign” haemoglobin, conditions that do not merit pre-natal diagnosis and where by termination of pregnancy will not offered.  These conditions may cause intermittent health issues, but life-long treatment is not required.  Such conditions include Hb DD, Hb EE, Hb CC, and Hb H Disease.  

Screening during the antenatal period, using a simple blood test, offers an opportunity to identify women who are Haemoglobinopathy carriers, and subsequently allows screening of consenting biological fathers. Identified carrier women and partner are known as ‘At risk couples’ because they are at risk of having a baby with a major haemoglobin disorder. They are able to receive information, advice and counselling in order to make choices for the pregnancy, including the decision to have further investigations if desired. 

The team at the Newham Sickle Cell and Thalassaemia Service work closely with the maternity department at Newham University Hospital, the laboratory services at Bart’s Healthcare, and liaise with primary care and other stakeholders, in order to provide quality care for this client group.

This document outlines the local processes for referrals, appointments, and follow up of women who are carriers, as well as for identified “couples at risk’, to ensure that timely reproductive choices can be made for the pregnancy.

The local policy falls within the guidance issued by the Public Health England (PHE) NHS England Screening Programme Sickle Cell and Thalassaemia 2017.[footnoteRef:1] [1:  PHE - Sickle Cell & Thalassaemia Screening Programme.  www.gov.uk/phe/screening






] 

	2. Aims & Objectives



· To offer counselling and follow up to support Antenatal Screening for Sickle Cell, Thalassaemia and other Haemoglobin Variants, of all women booked within the maternity service at Newham University Hospital, Barking Birthing Centre, via the GP service or those who self-refer.
· To allow informed reproductive choice by identifying couples “at risk” of having affected infants at an early stage in pregnancy.
· Services include counselling, testing the baby’s father, referral for prenatal diagnosis and termination of affected pregnancy, as well as support for women/couples who choose to continue a pregnancy where the baby has been diagnosed as having a major haemoglobin disorder. 

	3 Screening Criteria



· The GP, Midwife or Obstetrician offer screening for Sickle Cell, Thalassaemia and other Haemoglobin Variants, via a blood test, when a woman attends to report a possible pregnancy.
· All women screened for Haemoglobinopathy and identified as a carrier, or with a haemoglobin condition, or with an inconclusive result, they will be referred to the Sickle Cell and Thalassaemia team via Barts Healthcare Laboratory. 
· The screening follow up service is available to all women booked within the maternity department at Newham University Hospital, Barking Birthing Centre or via the local GP service.  Known “at risk” couples may also self-refer to the Newham Sickle Cell & Thalassaemia Centre.

	4 Referral Criteria



· All women with confirmed carrier results;
· All women with a confirmed disease or syndrome
· All fathers-to-be, where antenatal screening show the mother to be a carrier
· All women with inconclusive Haemoglobinopathy screening results;
· “At risk” couples known to the sickle cell and thalassaemia service who self-refer.

	5 Clients that do not meet the criteria



· Normal results – HbAA
· Women who are 23 weeks pregnant or over, can still be seen within the context of the antenatal genetic counselling service and offered screening for the baby’s father, BUT prenatal diagnosis must not be offered, or referral made as the national “cut off” for termination of pregnancy is 24 weeks gestation.  





	6 National Screening Policy[footnoteRef:2]- What we are actually screening [2:  NHS Sickle Cell & Thalassaemia Screening Programme  Antenatal Screening Policy 
  http://www.sct.screening.nhs.uk/policy-antenatal 2011

] 



Significant maternal Haemoglobinopathies
· Hb SS
· Hb SC
· Hb SDPunjab
· Hb SE
· Hb SOArab
· Hb S/Lepore 
· Hb S/β thalassaemia
· Hb S/δβ thalassaemia
· β thalassaemia major/intermedia
· Hb Lepore/β thalassaemia 
· Hb E/β thalassaemia
· Hb H Disease (--/-α)
Carrier states in mother
· Hb AS
· Hb AC
· Hb ADPunjab
· Hb AE
· Hb OArab
· Hb A Lepore
· β thalassaemia carrier
· δβ thalassaemia
· α0 thalassaemia carrier (--/αα)
· Hereditary persistence of fetal haemoglobin (HPFH)

	7. Couples at Risk results


Couples at risk: Results that mean there is a 1 in 4 chance or higher of the fetus being affected are biological mothers who are carriers for, or affected by:
· Hb S and baby’s biological father is a carrier or affected by Hb S, β thalassaemia, Hb DPunjab, Hb C, HbE, or Hb OArab
· β thalassaemia and baby’s biological father is a carrier or affected by Hb S, β thalassaemia, δβ thalassaemia, Hb Lepore, or Hb E
· δβ thalassaemia and baby’s biological father is a carrier or affected by β thalassaemia or Hb Lepore
· Hb Lepore and baby’s biological father is a carrier or affected by β thalassaemia, δβ thalassaemia, or Hb Lepore
· Hb DPunjab and baby’s biological father is a carrier or affected by Hb S
· Hb C and baby’s biological father is a carrier or affected by Hb S
· Hb E and baby’s biological father is a carrier or affected by β thalassaemia
· Hb OArab and baby’s biological father is a carrier or affected by Hb S
Other results that mean there is a 1 in 4 chance or higher of the fetus being affected are if:
· both of the baby’s biological parents are at high risk of α0 thalassaemia
· parents have any other haemoglobin variants detected which may result in a serious haemoglobin disorder
· Calculation of gestational age may be based on last menstrual period or ultrasound scan.

	8. Screening & Referrals to Newham Sickle Cell & Thalassaemia Service



All bookings for all women booking for antenatal care must be offered a screening test for Sickle Cell, Thalassaemia and other Haemoglobin Variants by the GP or midwife.  This sample must be accompanied by completion of a Family Origin Questionnaire Form (FOQ) Appendix 3, which assists the laboratory with processing results, and the specialist nurse with giving relevant information.

National policy supported by NICE Guidelines and NICE Quality Standards state that women must be offered screening by 10 weeks of pregnancy in order to access timely follow up care.

Samples are sent to Bart’s Healthcare Laboratory from Newham University Hospital for processing in relation to Haemoglobinopathies. 

Newham Sickle Cell & Thalassaemia Service see women for counselling and offer screening of the baby’s father if they have booked for antenatal care at

· Newham University Hospital; 
· Barking birthing centre; 
· via their local GP service;
· Or on occasion women/couples who self-refer to the service.

All carrier (trait), affected and inconclusive results are sent to the Newham Sickle Cell & Thalassaemia Service by email (via nhs.net) on a daily basis, for follow up. The administration team will download results from cyberlab and upload the results to the woman’s RiO file.

Women who are 23 weeks pregnant or over, can still be seen within the context of the antenatal genetic counselling service and offered screening for the baby’s father, BUT prenatal diagnosis MUST not be offered, or referral made, as the national “cut off” for termination of pregnancy is 24 weeks gestation.

The women, who are Hb AA normal are not seen by the Sickle Cell & Thalassaemia Service.  The midwife or GP will give the woman their results.

	9.Counselling Appointment


[bookmark: _Hlk53410176]
Summary

The nurse will complete a comprehensive assessment of the woman using the RiO IT system.  This must include an assessment of the woman’s physical and mental well being, ability to make informed decisions, as well as a review of her housing situation and any other relevant social issues.  Information about the baby’s father must also be included. The women and their partners are seen for antenatal genetic counselling by the Newham Sickle Cell & Thalassaemia Service between 8 weeks of pregnancy to term, and can be referred for prenatal diagnosis (PND) between 11-22 weeks of pregnancy.  24 weeks gestation is the national “cut off” for termination of pregnancy.

If the baby’s father is not available for screening, then appropriate information and advice must be given to the woman in regards to having prenatal diagnosis (PND) and a referral must be made if the woman chooses to do so.

All documentation, information given and discussions MUST on RiO file:

· On the woman’s RiO assessment which must be created prior to the counselling session;
· On the woman’s/man’s RiO progress notes;
· In the woman’s handheld antenatal records only if the appointment is face to face(F2F).

The RiO assessment form MUST be updated: 

· With the father’s results when available;
· If the woman/couple choose to have PND, including the outcome, referral and the foetal results.

	10. Process



The Antenatal Haemoglobinopathy referrals are received from Bart’s and the London Hospital Laboratory by the designated administrative staff at the Centre on a daily basis. All the referrals must be reviewed within 24 to 48 hours of receipt, and the relevant process followed. The administrative team at the Newham Sickle Cell & Thalassaemia Service must check all results to determine whether screening was done in a previous pregnancy. The nurse must check all the results before the results are issued, and must check to see if the woman is still pregnant. In cases where the woman has had a termination or miscarriage the nurse must call the woman but remembering to be polite and empathetic and allow the woman to direct the conversation and decision for arranging the partner testing. If the woman declines partner screening the nurse MUST discharge from the service and write to the GP and midwife to inform them. 

Please note:

· Complex results must be discussed with the named Lead Specialist Nurse or Haematology Consultant (if the Lead specialist nurse is unavailable) prior to the woman’s/couples appointment.

· If the woman’s result is inconclusive and DNA performed on the sample, then the administrative team MUST ensure that the final confirmed result is available prior to counselling.

· Antenatal Genetic Counselling Clinics are held at least 3 days weekly at the Sickle Cell & Thalassaemia Centre via the telephone and partner invited for blood test.

· The administrative team must check whether an interpreter is required for the counselling session and book as necessary.

	11. The Known woman to the service



If the woman was screened in a previous pregnancy then the following process must be followed:

· The nurse MUST check the availability of the previous results, and compare them with the current results, identify any in accuracies and discuss these with the Lead nurse or Haematologist at the MDT.
·  In the cases were the results are inaccurate, the team must not contact the woman without confirmation of the correct results from the lead nurse, laboratory or Consultant Haematologist during MDT .
· If partner results are available partner retesting MUST be offered according to the National Standards and if they decline this must be documented clearly in their notes.
· The administrators must check to see if the baby’s father from the previous pregnancy was screened.  
· The administrator must check to see if the paternal records are available to the team at the Sickle Cell & Thalassaemia Service.
· The nurse must contact the woman by telephone to establish whether or not the woman is aware of her previous screening result, and whether the baby’s father the same as for her previous pregnancy.
· If the baby’s father is the same, a further counselling appointment will be offered.
· If the baby’s father is different then an appointment for counselling and partner screening is required.
· The nurse will check and review all decisions and actions made by the administrative team regarding women screened in a previous pregnancy before counselling the woman to ensure that all the information collected is accurate. The woman’s RiO records must be updated to ensure that she is included in the screening cohort for statistical purposes

	12. The Unknown woman to the service



If there is no record that the woman was screened in a previous pregnancy or she has not previously attended the Newham Sickle Cell & Thalassaemia Centre for counselling, the following process must be followed, within 48 hours of receiving the result:


· The specialist nurse must check the result and ensure that its accurate
· The nurse must check and confirm that the woman is pregnant prior to the administration teams calls the woman.
· In the cases were the results are inaccurate, the team must not contact the woman without confirmation of the correct results from the lead nurse, laboratory or Consultant Haematologist during  MDT .
· The administrative team will contact the woman by telephone or text and inform her that her results have been received, and she is being offered a counselling and baby’s father screening appointment.  Results MUST not be disclosed over the telephone.
· The nurse will review all letters and Haemoglobinopathy cards and sign before dispatch (or an alternative specialist nurse colleague if the named specialist nurse is unavailable).
· An appointment letter, Haemoglobinopathy card, appropriate carrier leaflet and leaflet for the baby’s father to explain the need for counselling must be sent to the woman, along with confirmation of her result and the date and time of the counselling session, by 1st class post, or via email or text if the appointment is scheduled for the following day.  
· The administration team must negotiate the earliest appointment possible, possibly the following day and all the appointments must be booked according to the woman’s gestation. If the woman is 13-23 weeks then automatically this becomes urgent.
· If the woman is 13-23 weeks then partner bloods MUST be booked urgently preferably the following day.

 The national programme centre has developed a generic letter that could be adapted for local use to invite women for 
   counselling http://www.sct.screening.nhs.uk/guidance - (Appendix 5)
  NHS Sickle Cell & Thalsseamia Screening Programme Carrier Leaflets http://sct.screening.nhs.uk/professional-leaflets 
 Newham Sickle Cell & Thalassaemia Service Carrier Leaflets
 Tests for Dads Leaflet & letter for men to encourage screening during antenatal period 
   http://www.sct.screening.nhs.uk/guidance - http://sct.screening.nhs.uk/professional-leaflets - (Appendix 6)








	13. Antenatal Counselling - Confirmed Carrier Results / Face to Face (F2F) or Non Face to Face (NF2F)



· [bookmark: _Hlk53413630](F2F)If the woman attends for counselling with the baby’s father then consent for screening is obtained from him, prior to the counselling session.
· (NF2F) If the woman is counselled virtually then the partner will attend for F2F appointment for blood test and counselling the following day.
· A trained Haemoglobinopathy, competent specialist nurse must do the counselling.

The following information must be obtained or included during the counselling session:

Assessment and history taking: 

Maternity History MUST include the following:

·  Maternity History-She is weeks/ days. EDD-. LMP-. No terminations or Miscarriages. 
· Origins :    Woman           partner
· Family History: Any family history of Haemoglobinopathies? Her parental blood results, siblings and offer screening
· Medical History         
· Medication
· Social History
· Accommodation 
· Nutrition
· Smoking, drugs, alcohol
· Anxious, stress and depression
· Employment
· Religion
Counselling and the assessment of the woman understands:

· The woman’s result and it’s significance to her.
· Any prior knowledge of Haemoglobinopathies?
· Relevant antenatal history (if not already known); alternately check any details that have already been recorded to ensure that they are correct.
· Obtain some background information on the baby’s father.
· Significance of the woman’s result for the baby.
· The need for screening the baby’s father.
· The potential condition (s) that the baby may be at risk of inheriting (use the maternal results and the family origins of both parents to identify the conditions which the baby is most likely to inherit).
· Genetic inheritance pattern.
· Pathophysiology of the condition that the baby may be at risk of inheriting.
· Offer screening to the baby’s father.
· Discuss the possible outcomes of the screening test.
· Discuss the process following screening, and reporting results to the couple.

If the baby’s father has not yet received a screening information leaflet then one must be given to him during the counselling session.vii

The blood request form sent with the paternal sample must include the man’s demographic information as well as his family origins.  The antenatal woman’s details (NHS number, name, surname and date of birth), must also be included on the form to ensure that maternal and paternal results are linked by the Laboratory.  The source of the sample must be written on the form so that the results are received back at the Sickle Cell & Thalassaemia Centre. 

· Please note that it is important to label everything clearly in order to minimise delays in the process. If an error has occurred this must be reported via Datix, the couple must be informed and an apology must be issued. The partner must be recalled as soon as possible to minimise delays. The service manager MUST be informed as soon as an error has been identified. 

A letter summarising the counselling session must be sent to the GP and antenatal screening midwife within 24 hours of the counselling session.

	14. Special Notes



If the baby’s father is unavailable or declines Haemoglobinopathy screening then the woman can be referred for prenatal diagnosis without a paternal Haemoglobinopathy screening result, in the same way as “at risk” couples.  The test is done at University College London Hospital (UCLH) and results are returned to the Newham Sickle Cell & Thalassaemia Service.  

If either the woman or the baby’s father is a beta thalassaemia carrier then the woman/couple must be informed that if their baby is also a beta thalassaemia carrier then this will not be identified during new-born bloodspot screening and that arrangements must be made for their baby to be screened at 1/2 years of age or older.


	15.	Follow up after paternal screening



The specialist nurse must review all “partner” results who conducted the genetic counselling clinic and linked to the woman’s results.  “Partner” results must be made available to the Sickle Cell & Thalassaemia Service within 24hours to 72hours latest from the time of taking the blood sample.  The administrative team, the nurse are responsible for chasing up daily progress and receipt of the partner results.  The administrative team must enter the woman and the partner on the specialist nurses diary in order to review the results and process.

If there are any problems with obtaining results or they are not available within the recommended timescale, this must be reported to the nursing team lead who must escalate with the laboratory team within 24hours.  If the results are not received within the National recommended timeframe of 3 days, this must be reported on Datix and the laboratory team notified directly. However it’s always advisable to initiate an investigation 1st prior to escalation.


	16. Normal Results (Hb AA)



If the paternal results are normal then this must be conveyed to the couple by letter, accompanied by a Haemoglobinopathy card for the man and the woman.  If the woman specifically requested, the results may be conveyed by a telephone call.  The couple must then be discharged from the Sickle Cell & Thalassaemia Service, as no further appointments will be required.




	17. Benign Haemoglobinopathies -Paternal Carrier Results  Positive but (baby not “at risk” of inheriting a major haemoglobin disorder)



· If the man is identified as a Haemoglobinopathy carrier and his result is similar to the woman’s result then the couple must be invited for a follow up counselling session and the results explained “face to face” or virtually.  

· If they are not “at risk” of having a baby with a major haemoglobin disorder (sickle cell disease or thalassaemia major syndrome). but the baby could inherit a benign haemoglobin disorder which does not require long-term treatment, 

· for example a condition such as Hb EE; Hb CC; Hb DD; Hb C/Beta thalassaemia, Hb H Disease, this must be explained and the couple reassured.  

· A paternal Haemoglobinopathy card and appropriate carrier leaflet must be given.  

· Prenatal diagnosis is not required for any of these conditions and referral will not be accepted by University College London Hospital.

	18. Antenatal Counselling – Couples “at risk” of having a baby with a major haemoglobin disorder 



If the paternal result shows that the couple are “at risk” of having a baby with a major haemoglobin disorder (sickle cell disease, Beta thalassaemia major syndrome and Alpha Thalassaemia syndrome) then the couple must be:

· The woman must be put in the at risk couples waiting list and their counselling appointment booked in the at risk couples waiting list

· Offered an appointment for prenatal diagnosis.  

· Offered an urgent follow up counselling appointment to explain the risk to their baby, details about the condition that their baby could inherit and the options for the pregnancy.  An explanatory leaflet must be given to the woman. This leaflet alternatively must be sent with the appointment or can be  given after attendance at the counselling session, or sent via text or email if the appointment was virtual.

· The couple must be informed of the risk of miscarriage associated with having prenatal diagnosis, even if the baby  is affected by a major haemoglobin disorder or not.

· Urgently refer to University College London Hospital (UCLH) if they do decide to have prenatal diagnosis by 12 weeks 5 days.  An appointment will be sent directly to the woman/couple by the UCHL team.[footnoteRef:3] [3:  Referral Form University College London Hospital should be used] 


· If the woman is past 12 weeks 5 days this becomes very urgent so the specialist nurse must call UCHL as soon as possible and arrange an earliest date possible.

· The specialist nurse will complete the documentation on RiO and assessment tool.

Prior to emailing the referral to UCLH, the specialist nurse at Newham Sickle Cell & Thalassaemia Service must liaise with the maternity department /antenatal screening coordinator to ensure that: 

· The nurse must check that the woman/couple do not require PND for any other condition, such as Down’s syndrome.

· All the woman’s results such as Hepatitis B & C; full blood count; HIV status, blood group and rhesus factor are available for inclusion on the referral form.

· If prenatal diagnosis is declined then the couple must be informed of the process for screening their baby after birth and how they can/ or will obtain the result, and then discharged from the service to await baby’s results. 

	19.Following Prenatal Diagnosis (PND)



· Following PND, the initial result is given to the woman/couple by the team at UCLH, followed by a letter to the woman and a copy is sent to the team. The SCT team must share this letter with the Laboratory team and the Maternity unit via email.  

· On receipt of the result at Newham Sickle Cell & Thalassaemia Service, the specialist nurse must contact the woman to ensure that she has a complete understanding of the result and what this means for her baby, and discuss the options for her pregnancy.

· If the baby does not have a major haemoglobin disorder , then no further appointments or follow up is required during pregnancy the couple is discharged.  

· A record of the woman/couple results, the baby’s due date must be kept so that the new-born screening result is confirmed and conveyed to the couple as soon as it is available.

· If the couple have PND and the baby is affected, and they choose to have a termination of pregnancy, then the specialist nurse needs to inform the GP so that he can facilitate a referral for this procedure to be carried out.  The nurse will follow up with ongoing counselling support.

· If the couple have PND, the baby is affected and they choose not to have a termination of pregnancy then the Newham Sickle Cell & Thalassaemia Service will offer ongoing support to the woman/couple. 

·  The Sickle Cell & Thalassaemia Centre must inform the parents of the new-born screening result as soon as possible after receipt. Some parents may wish to speak to the Paediatrician or a family with a child who has the same condition.  

· All outcomes from PND must be documented on the woman’s RiO assessment form and progress notes.  A copy of the results from UCLH must be uploaded to RiO ,and attached to her records.

· The UCHL team will send through a result outcome sheet and it’s the responsibility of the specialist nurse to complete and send back. The outcome form must also be shared with the midwifery team for they have to complete this form once the baby is born.





	20. Women who book late for pregnancy



The women who are 23 weeks pregnant or over can still be seen, within the context of the antenatal genetic counselling service and baby father must be offered screening.  BUT prenatal diagnosis must not be offered or referral made as the national “cut off” for termination of pregnancy is 24 weeks gestation.  

If they do not attend the first appointment offered, then any subsequent follow up must be in the general carrier-counselling clinic.

	21. Woman with a major haemoglobin disorder[footnoteRef:4];[footnoteRef:5] [4:  Royal College of Obstetricians and Gynaecologists (2014) Thalassaemia in Pregnancy, Management of Beta (Green-top 
    Guideline 66) https://www.rcog.org.uk/en/guidelines-research-services/guidelines/gtg66/]  [5:  Royal College of Obstetricians and Gynaecologists (2011)  Sickle Cell Disease in Pregnancy, Management of (Green-top 
    Guideline 61) Reviewed December 2014 https://www.rcog.org.uk/en/guidelines-research-services/guidelines/gtg61/] 




Women who have a major haemoglobin disorder and are pregnant are considered “high risk”, must always be booked urgently and must be referred for joint obstetric/haematologist care.  The specialist nurse must ensure joint care by Obstetrician & Haematologist must be initiated and continue to provide support throughout the pregnancy.

The woman must be offered an urgent appointment for counselling regarding care of her condition during pregnancy, as well as for genetic counselling and screening of the baby’s father.

	22. Woman with inconclusive results



If the woman has an “inconclusive” Haemoglobinopathy result this MUST be discussed with the named specialist nurse.  If they are unavailable, then contact can be made with the consultant haematologist prior to the counselling appointment.  The administrative staff must chase up the final report and inform the specialist nurse when this is available.  

A counselling appointment MUST be offered:

· An inconclusive result means that, the laboratory has not been able to identify the genotype, therefore further investigation is required.

· The following investigations according to the National standards will be requested depending on the initial result: Capillary Electrophoresis, Mass Spectrum and DNA analysis.

· If the final confirmed result is unavailable prior to the counselling appointment, this must be explained to the woman and partner testing must proceed depending on the results and advise from the Lead Nurse or Consultant Haematologist.  

· If the final confirmed result is available then this must be explained to the woman, and partner testing offered where relevant.

· If any further investigations are required then blood must be taken as requested by the laboratory.  

· If the “partner” result is Hb AA then there is no risk to the baby of inheriting a major haemoglobin disorder.

· If the “partner” also has a Haemoglobinopathy, then this must be discussed with the specialist nurse and a risk assessment for the baby made, prior to any follow up appointment for the couple.


	[bookmark: _Ref417380841][bookmark: _Ref417381068]23.Women with suspected alpha plus thalassaemia or iron deficiency anaemia[footnoteRef:6]’[footnoteRef:7] [6:  NHS Sickle Cell & Thalassaemia Screening Programme (2012) Laboratory Handbook http://www.sct.screening.nhs.uk]  [7:  High Prevalence Antenatal Screening Algorithm - Appendix 4] 




The screening result for women who may be alpha thalassaemia plus carriers or have iron deficiency anaemia may be indistinguishable.

Women who are suspected alpha plus thalassaemia carriers are not at high risk of having a baby with a major haemoglobin disorder, and the recommendation from the National Programme Centre is that there is no requirement for re-screening, follow up or partner screening in relation to Haemoglobinopathy risk.  

In East London NHS Foundation Trust, particularly given the family origins of the local population groups, these inconclusive results must be referred to the GP, in writing, for investigations to exclude iron deficiency anaemia.  All further follow up is via the GP. 

	24.Woman with suspected alpha zero thalassaemiaxiii



The Newham Sickle Cell & Thalassaemia Service have been given the responsibility to follow up women who are suspected alpha zero thalassaemia carriers as the laboratory at Barts Healthcare do not have access to information regarding family origins.  Women must be routinely offered a counselling appointment and offer partner screening. The nurse must complete the FOQ with the couple to establish risk.

The local laboratory policy requests partner testing and a blood sample from the woman for both, for  the following investigationsxii

· FOQ
· Full blood count,
· Ferritin levels,
· Haematinics,
· DNA testing to confirm the result.

If both couples are at RISK

This differs from the national policy and high prevalence-screening algorithm. Appendix 4 “Partner” testing must be offered if the man has family origins from China (including Hong Kong), Taiwan, Thailand, Cambodia, Laos, Vietnam, Indonesia, Burma, Malaysia, Singapore, Philippines, Cyprus, Greece, Sardinia, Turkey, or uncertain family origins. Then refer for PND and after confirmation of the partner DNA analysis. Its is common practice that all suspected Blood samples for Alpha Thalassaemia are sent for DNA analysis to establish the potential risk to the baby . 





	25.Women who have had fertility treatment



· If a woman has had fertility treatment then it is important to establish the source of both egg and sperm to assess the potential risk of the baby inheriting a haemoglobin disorder.

· If both egg and sperm are from the baby’s biological parents then the risk to the baby can be assessed as for any other carrier woman/couple.

· If the sperm or the egg has been donated to the couple then it is not possible to do a risk assessment of the pregnancy based on the parental screening results.  If the donor sperm and/or egg have been screened for a Haemoglobinopathy and the results are available then this can be discussed with the couple.

· If no screening results are available for either donor sperm or egg then the process for dealing with this situation must be locally determined with discussions between maternity services, specialist nurses, GP  and consultant haematologist.

· Please note some of these women might have the donors’ results so it is advised that you ask her.

	26.Women who have had a bone marrow transplant



Women who have had a bone marrow transplant will not show their own haemoglobin genotype on routine testing.  DNA will be required to confirm their haemoglobin genotype.  In the interim, until the woman’s result is known, testing the baby’s father should proceed.  Follow up will be based on both parental results.

	27.Woman who does not attend counselling appointment (DNA)[footnoteRef:8] [8:  East London NHS Foundation Trust (2012) Policy for Service Users Who Fail to Attend Appointments in 
   Children, Young People, Sexual and Reproductive Health Services and CAMHS] 




· The woman must be routinely contacted by telephone, prior to the first appointment being booked, to agree the date and time of the counselling session.
 
·  A letter, text or email must be sent via first class post to confirm this appointment.  If she does not attend the appointment then her GP and screening midwife must be informed by letter.

· A subsequent appointment be booked by telephone, this must be followed by writing to the woman, letter must include information about the fact that she will be discharged from the service if she fails to attend and point out the risk to their baby.

· The woman must be discharged from the service if she does not attend the second appointment. Failure to attend must be documented on her RiO file clearly and GP & maternity services must be informed of non-attendance with the option to re-refer client as necessary. This can be done via email to the midwife and a discharge letter to the GP.

· All discharges must be in line with the ELFT policy and local arrangements.

	28.Woman who cancels counselling appointment



If the woman cancels her counselling appointment, the administrative team must check:
 
· The reason for cancellation (for example, previous counselling? Personal reasons?).
· The woman’s must be scheduled at a suitable time for the appointment but the nurse must explain to the client for urgent reasons depending on her gestation.
· If she does not attend the rescheduled appointment then follow the process as for a woman who DNA their appointment.

	29.Audit & Monitoring - Data collection


Data is collected at three levels to support the antenatal sickle cell and thalassaemia screening programme.

· Data is populated on a spreadsheet and shared with the maternity unity and laboratory monthly
· Then data is populated on a spreadsheet and sent to NHS England quarterly
· Then Data is populated spreadsheet for Laboratory reasons yearly and sent to NHS England

	30. National Screening Committee (Quarterly Key Performance Indicators)[footnoteRef:9] [9:  UK National Screening Committee (2014) Key Performance Indicators for Screening 2014/15 Version 1.1.14
] 




National Screening Committee (Quarterly Key Performance Indicators)[footnoteRef:10] [10:  UK National Screening Committee (2014) Key Performance Indicators for Screening 2014/15 Version 1.1.14
] 


Key Performance Indicator Data (KPI) is collected quarterly (June, September, December and March) for the National Screening Committee.  The Sickle Cell & Thalassaemia Screening Programme requires a report on three areas of activity related to antenatal screening:

· KPI ST1: coverage: antenatal screening
· KPI ST2: test: timeliness of antenatal screening
· KPI ST3: test: completion of family origin questionnaire (FOQ)
· KPI ST4a: referral: timely offer of prenatal diagnosis (PND) to women at risk of having an infant with sickle cell disease or thalassaemia
· KPI ST4b: referral: timely offer of prenatal diagnosis (PND) to couples at risk of having an infant with sickle cell disease or thalassaemia
Monthly Data required KPIS 
· No of women identified as SCT carriers
· No. of biological fathers of the baby offered screening
· No. of biological fathers of the baby accepted screening:   In this pregnancy
· No. of biological fathers of the baby accepted screening:  *Not tested in this pregnancy. (previously tested in an NHS hospital/UK GP with documented results available)
· No. of biological father not screened (reason):    Declined
· No. of biological father not screened (reason):    unavailable for screening
Any other reason please state:
· No. of women at increased risk of having a baby with sickle cell disease or thalassaemia
· No. of women at increased risk of having a baby with sickle cell disease or thalassaemia offered PND
· No. of couples at risk of having an infant with SCT
· No. of couples at risk of having an infant with SCT offered PND
· No. of PND performed by 12 weeks + 6 days gestation:
· No. of PND performed after 13wks
· No. of women with initial screening results before 10+0 gestation having PND offer before 12+6?
· No. of women with initial screening results before 10+0 gestation having PND offer after 13wks?
· No. of women requiring interpreters having PND offer before 12+6
· No. of women requiring interpreters having PND offer after 13wks
· No. of affected babies identified through PND
· No. of women choosing TOP
Standard 7: Timely reporting of prenatal diagnosis (PND) results to parents
· Total Number of women who have PND (denominator)
· Total Number of women who received their PND result ≤ 5 days of test (numerator)

	31. Laboratory Data 



Laboratory reporting can be simplified by considering the conditions that are likely to be encountered in the antenatal screening programme. These will comprise:
· those with no evidence of a haemoglobin variant or thalassaemia
· carriers of a haemoglobin variant
· thalassaemia carriers
· homozygote and compound heterozygote conditions
The annual KPIs are for the laboratory
Laboratory reporting can be simplified by considering the conditions that are likely to be encountered in the antenatal screening programme.
· Report format 0 for specimens screened by red cell indices only (low prevalence areas)
· Report format 1 for no abnormality detected.
· Report format 2 for the following haemoglobin variant carriers: HbS, HbC, HbD, HbE, HbOArab and Hb Lepore.
·  Report format 3a for haemoglobin variant carriers where testing of the baby’s biological father is not required.
· Report format 3b is for haemoglobin variant carriers where testing of the baby’s biological father is required.
· Report format 4a for β thalassaemia carriers.
· Report format 4b for possible β thalassaemia carriers.
· Report format 5a for HPFH
·  Report format 5b for δβthalassaemia carrier.
· Report format 6a for possible α0 thalassaemia carriers when both the biological mother and the baby’s biological father are of high risk family origins for α0.
· Report format 6b for HbH disease.
· Report format 7b for possible α thalassaemia carriers (MCH 25 to 27pg)
· Report format 8 for homozygote and compound heterozygote conditions.
The SCT team are required to match the woman’s results to the partner results and submit the data 
	32.NHS Sickle Cell & Thalassaemia Screening Programme Annual Performance Appendix 



There are 9 Standard KPIS that have to be met by all services as listed below :
· Standard 1: Antenatal coverage- Achievable level: ≥ 99.0%
· Standard 2: Timeliness of antenatal screening test- Achievable level: ≥ 75.0%
· Standard 3: Completion of family origin questionnaire (FOQ)- Achievable level: ≥ 99.0%
· Standard 4: Antenatal screening test turnaround times- Achievable level: ≥ 95.0%
· Standard 5: Timely offer of prenatal diagnosis (PND) to women at risk of having an affected infant- Achievable level: ≥ 75%
· Standard 6: Timeliness of prenatal diagnosis (PND)- Achievable level: ≥ 75.0%
· Standard 7: Timely reporting of prenatal diagnosis (PND) results to parents- Achievable level: ≥ 90.0%
· Standard 8: Timely reporting of new-born screen positive results- Achievable level: ≥ 95.0%
· Standard 9: Timely receipt into Haemoglobinopathy centres- Achievable level: ≥95.0%
	33. East London NHS Foundation Trust & Newham Sickle Cell & Thalassaemia Centre data



· Monthly Activity Data is collated from the RiO IT System on activity at the Newham Sickle Cell & Thalassaemia Service.
· However most data must be kept on a spreadsheet as a failsafe
	34. Incident Reporting[footnoteRef:11] and Quality Assurance  [11:  Healthcare staff incident reporting http://www.nrls.npsa.nhs.uk/report-a-patient-safety-incident/healthcare-staff-reporting/] 



Incident Reporting[footnoteRef:12] [12:  Healthcare staff incident reporting http://www.nrls.npsa.nhs.uk/report-a-patient-safety-incident/healthcare-staff-reporting/] 

PHE screening gives advice on screening incidents and takes action to help prevent incidents elsewhere, including sharing lessons identified from incidents, developing new guidance and training. So all screening incidences MUST be reported to PHE. PHE.screeninghelpdesk@nhs.net.  
Purpose
This guidance below sets out the requirements for managing safety concerns, safety incidents and serious incidents in NHS screening programmes. It is important that actions are in proportion to the risk of harm and based on accurate investigation. It is relevant to healthcare staff that may identify or manage a screening incident including those who provide and commission NHS funded services. It is for staff of NHS screening programmes who advise on screening incidents.
Screening safety incidents- Complete local Datix and report to PHE incident desk Incidents should also be reported using the national incident form to National Patient Safety Agency.[footnoteRef:13]  [13:  Healthcare staff incident reporting form https://www.eforms.nrls.nhs.uk/staffreport/] 


Screening safety incidents include: any unintended or unexpected incident(s), acts of commission or acts of omission that occur in the delivery of an NHS screening programme that could have or did lead to harm to one or more persons participating in the screening programme, or to staff working in the screening programme
Harm or a risk of harm because one or more persons eligible for screening are not offered screening
	35. Serious incidents- Complete local Datix and report to PHE incident desk and follow instructions below:



· Some screening incidents require a heightened response. They are termed serious incidents. This is where the consequences or risks are so significant to individuals, carers and families; organisations and staff, populations, or represent significant potential learning for the NHS.

· The heightened response means that formal governance is needed around reporting, investigating, action planning, implementation, closure and learning. Principles should be defined and consistent procedures followed; It is a matter of professional judgement whether to declare a serious incident. Careful consideration of the definition is needed in each case.

· In most instances, the provider of the local screening service declares the serious incident after deciding this with the commissioner and informed by  PHE QA advice.

· In distinguishing between a screening safety incident and a serious incident, consideration should be given to: whether individuals, the public or staff would suffer avoidable severe harm or death if the root cause is unresolved or the likelihood of significant damage to the reputation of the organisations involved

· This means that a near miss can be a serious incident where there is a significant existing risk of a system failing.














Newham Sickle Cell & Thalassaemia Centre- for queries contact
19-21 High Street South
East Ham
E6 6EN
Tel: 0208 821 0800     
Sending referrals & Results - Email team on :  elt-tr.sickleandthal@nhs.net
Specialist lead Nurse Advise 

Bart’s Healthcare Laboratory processes all antenatal Haemoglobinopathy samples and send the positive results to the Newham Sickle Cell & Thalassaemia Centre.-

Pathology and Pharmacy Building
4th Floor Blood Sciences
Royal London Hospital
London 
E12ES
Tel: 0203 246 0342 or 0203 246 6116 
Email team on: bartshealth.NUH-HaemoglobinopathyReferrals@nhs.net


Prenatal Diagnosis Centre 
University College London Hospital (UCLH)
Haemoglobinopathies Genetics Centre
Ground Floor, 86-96 Chenies Mews
London
WC1E 6HX
Tel: 020 3447 9458				Fax: 020 3487 9864
Email: uclh.haemoglobinopathygenetics@nhs.net


Newham University Hospital
Glen Road
Plaistow
London
E13 8SL
Local Antenatal Screening Co-ordinator:
Maternity Booking Tel: 020 7363 8433      
 For quieries or failsafe checklists send Email to - munewham@nhs.net


NHS Sickle Cell & Thalassaemia Screening Programme
2nd Floor
Skipton House,
80 London Road,
London, 
SE1 6LH
Email: PHE.screeninghelpdesk@nhs.net








	Standard       
	Rationale
	Objective
	 Criteria
	Definitions
	Performance threshold   
	Reporting
	Reporting Period

	Standard 1: Antenatal coverage
	To provide assurance that screening is offered to all eligible women and each woman accepting screening has a screening result. Timely information on screening coverage is important to identify trends and monitor the effectiveness of service improvements.
	To maximise the impact of the screening programme in the eligible population
	The proportion of pregnant women eligible for screening who are tested
	Numerator: ‘tested women’ is the total number of ‘eligible women’ for whom a screening result is reported, including: 
• known at risk couples referred directly for prenatal diagnosis (PND); repeat testing must not delay referral .

Denominator: ‘eligible women’ is the total number of pregnant women booked

	Acceptable level: ≥ 95.0%
Achievable level: ≥ 99.0%
	Reporting focus: maternity service
Data source: maternity service
Responsible for submission: maternity service
	Quarterly; data to be collated between 2 and 3 months after each quarter end

Deadlines: 30 September (Q1),

 31 December (Q2),

 31 March (Q3),

 30 June (Q4)

	Standard 2: Timeliness of antenatal screening test
	To identify carrier and affected women by 10 weeks + 0 days of pregnancy to allow the baby's biological father to be offered testing and to offer of PND to women at risk of having an affected infant by 12 weeks + 0 days of pregnancy
	To maximise the opportunity for informed choice
	Proportion of women tested by 10 weeks + 0 days gestation
	Numerator: ‘women tested by 10 weeks + 0 days gestation’ 

Denominator: ‘women for whom screening sample received at laboratory’ is the total number of pregnant women
	Acceptable level: ≥ 50.0%
Achievable level: ≥ 75.0%
	Reporting focus: maternity service
Data source: antenatal screening laboratory
Responsible for submission: maternity service
	Deadlines: 30 September (Q1),

 31 December (Q2),

 31 March (Q3),

 30 June (Q4)

	Standard 3: Completion of family origin questionnaire (FOQ)
	To interpret screening results in high prevalence areas and to identify women at higher risk to be offered further testing in low prevalence areas [1]
	To maximise accuracy of screening test
	Proportion of samples that arrive in the antenatal laboratory accompanied by a completed FOQ
	Numerator: ‘number of antenatal samples received in the laboratory with completed FOQ’

Denominator: ‘number of antenatal samples’ received by the laboratory
	Acceptable level: ≥ 95.0%
Achievable level: ≥ 99.0%
	Reporting focus: maternity service
Data source: antenatal screening laboratory
Responsible for submission: maternity service
	Deadlines: 30 September (Q1),

 31 December (Q2),

 31 March (Q3),

 30 June (Q4)

	Standard 4: Antenatal screening test turnaround times
	To report screening outcomes promptly to help to achieve the offer of PND by 12 weeks + 0 days gestation
	To maximise the opportunity for informed choice
	Proportion of results reported within 3 working days
	Numerator: ‘number of antenatal results reported ≤ 3 working days’ of receipt of sample in the laboratory 

Denominator: ‘number of antenatal samples’ received in the laboratory
	Acceptable level: ≥ 90.0% Achievable level: ≥ 95.0%
	Reporting focus: maternity service
Data source: antenatal screening laboratory
Responsible for submission: maternity service
	Annually for samples received in the laboratory in the previous financial year
Deadline: 30 June

	Standard 5: Timely offer of prenatal diagnosis (PND) to women at risk of having an affected infant
	There is a known association between gestation at screening offer and uptake of PND, with the early offer of screening being associated with greater uptake of PND [2], [3], and [4]. The majority of PND currently takes place after 12 weeks + 6 days [5]. Approximately half of women at risk of having an affected infant decline PND; gestational age at time of decline is not known
	To maximise the opportunity for women at risk of having an affected infant to make informed and timely reproductive choices
	Proportion of at risk women offered PND by 12 weeks +0 days gestation
	Numerator: ‘Number of at risk women offered PND by 12 weeks + 0 days gestation’

Denominator: ‘Number of at risk women’
	Acceptable level: ≥ 50%
Achievable level: ≥ 75%
	Reporting focus: maternity service Data source: maternity service and specialist Haemoglobinopathy counsellors Responsible for submission: maternity service
	Deadlines: 30 September (Q1),

31 December (Q2),

 
31 March (Q3),

 
30 June (Q4)

	Standard 6: Timeliness of prenatal diagnosis (PND)
	There is a known association between gestation at PND offer and uptake, with the early offer being associated with greater uptake of PND. Advanced gestational age may limit reproductive choices [2], [3], [4].
	Timely intervention and choice in procedure for those who accept PND
	Proportion of PND tests performed by 12 weeks + 6 days gestation
	Numerator: ‘number of women who have PND by 12 weeks + 6 days gestation’ 

Denominator: ‘number of women who have PND’
	Acceptable level: ≥ 50.0% Achievable level: ≥ 75.0%
	Reporting focus: maternity service Data source: PND laboratory Responsible for submission: PND laboratory
	Deadlines: 30 September (Q1),

31 December (Q2),

 
31 March (Q3),

 
30 June (Q4)

	Standard 7: Timely reporting of prenatal diagnosis (PND) results to parents
	To provide information about living with and supporting an affected child and if chosen, to ensure timely referral for termination of pregnancy
	Maximise informed choice
	Proportion of results received within 5 working days of PND procedure
	Numerator: ‘number of women who receive their result ≤ 5 working days of PND test’ 

Denominator: ‘number of women who have PND’
	Acceptable level: ≥ 70.0%
Achievable level: ≥ 90.0%
	Reporting focus: maternity service Data source: maternity service and counselling services Responsible for submission: maternity service
	Deadlines: 30 September (Q1),

31 December (Q2),

 
31 March (Q3),

 
30 June (Q4)

	Standard 8: Timely reporting of new-born screen positive results
	To provide timely results. This includes providing information about the screening result, living with and supporting an affected child, and the care pathway
	To ensure parents of screen positive infants receive results at ≤ 28 days of age
	Proportion of parents informed of newborn screen positive results at ≤ 28 days of age
	Numerator: ‘number of newborn infants with screen positive results reported to parents at ≤ 28 days of age’ 

Denominator: ‘number of newborn infants, born within the reporting period, with screen positive result’
	Acceptable level: ≥ 90.0 % Achievable level: ≥ 95.0%
	Reporting focus:
• SHC geographical area of responsibility
• Haemoglobinopathy centre (nursing or medical) responsible for giving results


• Newborn screening laboratory
	Annually for infants born in the previous financial year
Deadline: June 30

	Standard 9: Timely receipt into Haemoglobinopathy centres
	To ensure timely and appropriate management, new-born infants with positive screening results must attend a haemoglobinopathy centre (medical) by 90 days of age.
	To optimise individual and population health outcomes in new-born infants born with conditions where early intervention is likely to be beneficial
	Proportion of new-born infants with a positive screening result followed up and entered into care within 90 days of age
	Numerator: ‘number of new-born infants with screen positive result seen at a Haemoglobinopathy centre (medical) ≤ 90 days of age’ 

Denominator: ‘number of new-born infants, born within the reporting period, with screen positive result’
	Acceptable level: ≥ 90.0% Achievable level: ≥95.0%
	Reporting focus:
• specialist Haemoglobinopathy centre with responsibility for geographical area (in development)
• Haemoglobinopathy centre (medical) responsible for care
• new-born screening laboratory
	Deadlines: 30 September (Q1),

31 December (Q2),

 
31 March (Q3),

 
30 June (Q4)
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Appendix 3

Additional References
 NHS Sickle Cell & Thalassaemia Screening Programme Standards for the Linked Antenatal and Newborn Screening Programme 2nd Edition October 2011 http://sct.screening.nhs.uk/standardsandguidelines [Accessed 
  February 2015]

 National Institute for Health and Clinical Excellence CG-62 Antenatal – NICE Guideline (2008, modified 
  December 2014) http://guidance.nice.org.uk/CG62/NICEGuidance/pdf/English.  [Accessed February 2015]

 National Institute for Health and Clinical Excellence Quality standard for antenatal care. September 2012.  
  Nice quality standard 22 http://guidance.nice.org.uk/qs22 [Accessed February 2015]

Reading List

British Committee for Standards in Haematology Guidelines (2010) significant Haemoglobinopathies: guidelines for screening and diagnosis.  British Journal of Haematology 149, 35-49

East London NHS Foundation Trust (June 2012) Policy for service users who fail to attend appointments in children, young people, sexual and reproductive health services and CAMHS.  Trust Intranet

Healthcare staff incident reporting http://www.nrls.npsa.nhs.uk/report-a-patient-safety-incident/healthcare-staff-reporting/

East London NHS Foundation Trust (July 2012) Screening Procedures Policy.  Trust Intranet

Map of Medicine (2010 revised 2013) Linked Sickle Cell and Thalassaemia Screening - Antenatal Screening Pathway http://eng.mapofmedicine.com/evidence/map/linked_sickle_cell_and_thalassaemia_screening1.html

NHS Sickle Cell & Thalassaemia Programme Laboratory Handbook 3rd Edition October 2012
http://sct.screening.nhs.uk/standardsandguidelines [Accessed February 2015]

UK National Screening Committee (2014) Key Performance Indicators for Screening 2014/15 Version 1.1.14

NHS Sickle Cell & Thalassaemia Screening Programme (2012) Guidelines for the referral of sickle cell and thalassaemia prenatal diagnosis samples to molecular Haemoglobinopathy laboratories.  Version2.4 http://www.sct.screening.nhs.uk/guidance [Accessed March 2015]

NHS Sickle Cell & Thalassaemia Screening Programme (2015) Data Report 2013-14. 

NHS Sickle Cell & Thalassaemia Screening Programme (2012) Policy Framework for Antenatal Sickle Cell & Thalassaemia Screening Programme  http://www.sct.screening.nhs.uk/policy-antenatal [Accessed March 2015]

NHS Sickle Cell & Thalassaemia Screening Programme (2013) Counselling Competencies http://sct.screening.nhs.uk/standardsandguidelines

NHS England Serious Incidents Framework
http://www.england.nhs.uk/wp-content/uploads/2015/03/serious-incident-framwrk-15-16-faqs-fin.pdf

NHS England http://www.england.nhs.uk/ourwork/patientsafety/serious-incident/

Patient Safety Serious Incident Reporting & Learning Framework http://www.nrls.npsa.nhs.uk/report-a-patient-safety-incident/serious-incident-reporting-and-learning-framework-sirl/

Royal College of Obstetricians and Gynaecologists (2010 - Reviewed December 2014) Amniocentesis and Chorionic Villus Sampling (Green top Guideline 8) https://www.rcog.org.uk/globalassets/documents/guidelines/gtg_8.pdf
	
University of York (2014) Involving Fathers in Antenatal Screening for Sickle Cell Disorders: Improving Informed Decision Making  http://www.sct.screening.nhs.uk

Useful Websites

Brent Sickle Cell & Thalassaemia Centre http://sickle-thal.nwlh.nhs.uk/

Healthtalkonline (DIPEx) http://www.healthtalk.org/

NHS Choices http://www.nhs.uk/Pages/HomePage.aspx

Sickle Cell Society http://sicklecellsociety.org/

UK Thalassaemia Society http://ukts.org/

Unit for the Social Study of Thalassaemia & Sickle Cell http://www.tascu
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Antenatal Care Pathway   -   Haemoglobinopathies         Process     Screen at    8 - 10 weeks                                                                                                                                                                                                                                                                                                                                                            

High Prevalence   Offer screening to all women for sickle cell, thalassaemia & other haemoglobin variants  (irrespective of family origin)     Women screened by  GP, Newham University Hospital, or Barking Birthing Centre   or women  may self refer to service.   Sample processed at Barts & the London and results sent to Newham  Sic kle Cell & Thalassaemia Service  

Normal Result     Woman Informed by  maternity services   Confir mation of result in  writing  

Inconclusive Result   Inform woman .  Assess risk ,  Counselling,  Offer partner  scre ening (if appropriate)   (DNA testing if  couple  possible alpha zero )   Carri er result   Inform woman with   confirmation in writing , HbO  card   & carrier information .  Counselling   appointment .   Offer partner screening   Affected   Sickle Cell Disor der   High Risk pregnancy  –   Haematology & Obstetric care  essential . Counselling.   Offer Partner   Screening  

Partner  Carrier result   Give partner resul t with  confirmation in writing ,  leaflet & HbO card   Refer “At risk” couple      Partner  Normal result   Inform woman and partner  in writing and send HbO  card  

  Continue Pregnancy     Newborn Bloodspot Screening  

Specialist counselling for  woman  or  “at risk” couple by a trained  individual     Offer Diagnostic Testing   (PND)  
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Offer screening to all women for sickle cell, thalassaemia & other haemoglobin variants (irrespective of family origin)







Women screened by GP, Newham University Hospital, or Barking Birthing Centre or women may self refer to service.  Sample processed at Barts & the London and results sent to Newham Sickle Cell & Thalassaemia Service







Normal Result







Woman Informed by maternity services



Confirmation of result in writing







Attended Appointment



Follow up as appropriate







Inform GP & maternity service of attendance or DNA











Continue Pregnancy







Newborn Bloodspot Screening







Inconclusive Result



Inform woman. Assess risk, Counselling, Offer partner screening (if appropriate)



(DNA testing if couple possible alpha zero)







Partner available for screening











Partner Normal result



Inform woman and partner in writing and send HbO card







Decline diagnostic testing







Inform Newborn Screening Laboratory at CMH







Carrier result



Inform woman with



confirmation in writing, HbO card & carrier information. Counselling appointment.



Offer partner screening







DNA 1st Appointment



Resend appointment x 1











Partner unavailable for screening







Partner Carrier result



Give partner result with confirmation in writing, leaflet & HbO card



Refer “At risk” couple 







Specialist counselling for woman or “at risk” couple by a trained individual







Offer Diagnostic Testing (PND)







Accept diagnostic testing







CVS - ideal (11 weeks gestation) Amniocentesis



Cordocentesis











Carrier or 



“normal for gestation” result   [Inform Newborn Screening Laboratory]











Discontinue Pregnancy



Offer counselling & follow up support by trained individual



To be completed by 12+6 weeks of pregnancy







Affected



Sickle Cell Disorder



High Risk pregnancy – Haematology & Obstetric care essential. Counselling.



Offer Partner Screening











Baby affected by a major haemoglobin disorder



(sickle cell disease or thalassaemia major)
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The TOP (white) copy of this form must be attached securely to the laboratory antenatal booking request form and sent to the laboratory with the antenatal

blood samples, the second (pink) copy is to be retained in the patient’s maternity notes, third (yellow) copy to go into hospital notes or where appropriate.

The completion of this form is an ESSENTIAL part of the screening programme for sickle cell & thalassaemia.

Family Origin
Questionnaire

If using a pre-printed label please attach one to each copy

NHS

Screening Programmes

Sickle Cell & Thalassaemia

. N\
HOSpIta| Name .................... Screening test dec”ned D
Hospital No .

NHS No Do you want to give a reason why

. . declined?
Estimated Delivery Date ’
SUINEIME oot eas st ess st sssssassssssaseasssasnaas YES vt
FOTBNAIME ettt seste st se e ssessesessessessessessssessens | | esesseseeseesessesesesseseseesesessese s s e e eae s s senes
DAt OF BIMH oottt sess e sesessnenassesenensnennies | | seseeremsteerenteaesese s st s st sessassenens
AGAT oot ssssssssssssassssssssssssessssesnn ||| seessessessiessssssesissasesassasessssse st sasesnsaeniens
AQA2 ettt nne |:|
POST COUR ittt ettt s b se e ss s sesesesenns No

\ 0S oae )
REPORT DESTINATION (eg Community Midwife, GP Antenatal Clinic, Obstetrician)..

e

What are your family origins?

Please tick all boxes in ALL sections that apply to the woman and the baby’s father

A. AFRICAN OR AFRICAN-CARIBBEAN (BLACK) Woman Baby’s father
Caribbean Islands O O
Africa (excluding North Africa) O O
Any other African or African-Caribbean
family origins (please write in...)

B. SOUTH ASIAN (ASIAN) Woman Baby’s father
India or African-Indian O O
Pakistan, Bangladesh O O
Sri Lanka O O

C. SOUTH EAST ASIAN (ASIAN) Woman Baby’s father
China including Hong Kong, Taiwan, Singapore O# O#
Thailand, Indonesia, Burma O # O #
Malaysia, Vietnam, Philippines, Cambodia, Laos O # O #
Any other Asian family origins | | |
(please write in...) (e.g. Caribbean-Asian)

D. OTHER NON-EUROPEAN (OTHER) Woman Baby’s father
North Africa, South America etc O O
Middle East (Saudi Arabia, Iran etc) O O
Any other Non-European family origins | | |
(please write in...)

E. SOUTHERN & OTHER EUROPEAN (WHITE) Woman Baby’s father
Sardinia O # O #
Greece, Turkey, Cyprus O# O#
Italy, Portugal, Spain O O
Any other Mediterranean country O O
Albania, Czech Republic, Poland, Romania, Russia etc O O

F.* UNITED KINGDOM (WHITE) refer to chart at the back Woman Baby’s father
England, Scotland, N Ireland, Wales O O

G NORTHERN EUROPEAN (WHITE) refer to chart at the back Woman Baby’s father
Austria, Belgium, Ireland, France, Germany, Netherlands O O
Scandinavia, Switzerland etc O O
Any other European family origins, refer to chart
(please write in) (e.g. Australia, N America, S Africa)

* Hb Variant Screening Requested by (F) and/ or (G) O O

# Higher risk for alpha zero thalassaemia

Woman Baby’s father

H. DON'T KNOW adoption/unknown ancestry O O

donor egg/sperm O O
bone marrow transplant O O

I. DECLINED TO ANSWER O O

J. ESTIMATED DELIVERY DATE
(please write in if not above)

K. GESTATION AT TIME OF TEST

All women need to be informed that routine analysis of blood may identify them as a thalassaemia carrier. In low prevalence areas OFFER \

haemoglobin variant screening to all women if they or the baby's father have answers in any yellow box. In high prevalence areas OFFER
haemoglobin variant screening to all women irrespective of answers, ie. if they or the baby's father have answers in white and yellow boxes A - I.

Signed .. Print Name _________________________________ Job Title ..
(By Health Care Professional Completing the Form) /






Guidance for Health Care Professionals

Screening and Diagnostic Uses of
the Family Origin Questionnaire

In low prevalence areas the Family
Origin Questionnaire (FOQ) is
principally used as a tool to identify
women who are at highest risk of
being a carrier or having a baby with
a haemoglobin variant or disorder.

In high and low prevalence areas
the FOQ is used as a tool by
laboratory staff to help with the
interpretation of results, particularly in
the interpretation of results indicating
possible alpha or beta thalassaemia.
The family origin is also relevant in
the interpretation of red blood cell
indices and essential for accurate
prenatal diagnosis. More information
about its use can found in the
laboratory handbook:
http://sct.screening.nhs.uk/publications

Therefore you need to ask for the
family origins of both the woman AND
the baby’s father going back at least

2 generations (or more if possible).

Women with Sickle Cell Disease

Screening will also identify women
with sickle cell disease, who should be
considered "high risk” requiring
specialist care during pregnancy from
an Obstetrician and Haematologist,
and who should be booked for a
hospital delivery.

Version 3
February 2014

“Low risk” Family Origins

People with family origins from the
countries listed below are considered
at low risk for haemoglobin variants.

United Kingdom (White)

England, Scotland, Northern Ireland,
Wales.

Northern European (White)

Austria, Belgium, Denmark,
Greenland, Iceland, Ireland (Eire),
Finland, France, Germany,
Luxembourg, Netherlands, Norway,
Sweden, Switzerland.

Some populations of the following
countries have Northern European
origin (countries listed above) and are
also at low risk for haemoglobin
variants:

Northern European Origin (White)

Australia, North America (USA,
Canada), South Africa, New Zealand.

Obtaining a supply of FOQ forms

For more information on how to order
additional FOQ forms then please visit
the website sct.screening.nhs.uk/foq
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Figure 2 - Testing algorithm for laboratory screening In high prevalence areas.
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Link to guidance

Please fill in the risk status breakdown matrix for all screen positive cases with the conditions below, even for cases where the father results are unknown.

Guidance on completing this matrix:

What to include in this matrix:

Hb S βThal db thal Hb Lepore Hb D Hb C

Hb E

Hb O-Arab HPFH

High risk 

alpha0

Compound 

Hetero- 

zygous**

*Other

Not a 

carrier

Father 

result not 

available 

Hb S

Mother/father results:

βThal

db thal

Hb Lepore

Hb D

Hb C

Hb E

Hb O-Arab

HPFH

High risk alpha0

Compound 

Heterozygous**

Egg donor/bone 

marrow transplant

 

*

 If available please specify any "other" results for father: 

High Risk 0

Sickle 

Variants

0

** Please specify any compound heterozygous results: e.g, 2 Mothers SC/Father not carrier; 1 Mother SβThal/Father S, etc.

Low Risk 0

Total 

Thal

0

Minimal 

Risk

0

High Risk 

Alpha0

0

If possible, please identify any homozygous cases shown above: e.g. 1 Mother SS/Father not carrier; 2 Mothers EE/Fathers EE, etc.

Not a 

carrier

0

Total 

HPFH

0

PNA 0

Total 

screen+

0

If this breakdown information is unavailable at your lab or is incomplete, please give a brief explanation below:

Include any women who are not categorised above where a test for the baby's father has been requested (include father result where available).

v 26/03/2014

Breakdown of risk status for all screen 'positive' women (carrier or affected) with the conditions listed below

Father's test result

Report formats 4a (β thal carriers) and 4b (possible β thal carriers):

Include both under "βThal".

Scroll right for guidance on completing the risk status breakdown matrix

Fill in the matrix for all screen positive mothers with the specified 

haemoglobinopathy results.

Mother results are respresented by the rows while father results are 

represented by the columns. For example, if there were 2 mothers with an 

HbS result where the fathers in both cases also had an HbS result, a 2 would 

go in the cell D10. If there were 3 cases where the mother had an HbS result 

but the fathers were not carriers, a 3 would go in cell P10, and so on.

Mother's test result

Please note: The "Risk" and "Total" fields will 

populate automatically and do not need to be 

filled in as part of the return

 'High Risk' should reflect HP16: 'High Risk' in part one

 'Total Screen+' should reflect HP11: 'Screen Positive' in 

part one

All screen+ mothers 

accounted for?



Totals:

All high risk couples 

accounted for?



Risk:

Yes

Homozygous cases:

For cases where either the mother or the father is affected, for the purposes 

of this matrix these cases would still be put under the Hb variant that they 

are affected with. For example, both Hb AS and Hb SS cases would be 

counted under Hb S on this matrix.

Father result not available:

This column allows you to account for any screen 'positive' mother results 

where the father was not available for testing, or where father results cannot 

be linked to the mother's result.

Egg donor/hard bone marrow cases:

Please give details in the comments box below the table.

Yes



Data quality check (Programme use only):


Microsoft_Excel_97-2003_Worksheet.xls
Data Questions Part 1

				Data for Antenatal Sickle Cell and Thalassaemia Screening Programme

				High Prevalence Laboratories

				Annual collection - 1 April 2013 to 31 March 2014

				Laboratory details

				Trust name:

				Laboratory name (Dept. and Hospital):

				Maternity Unit:

				Laboratory contact details

				Contact person:				Name:

								Telephone:				Email:

				Haematologist responsible (incl. tel. no.):

				Lab lead for SCT screening:				Name:

								Telephone:				Email:

										Please state if this is the same person as specified under "Contact person"

				Sample referrals

				Samples sent away for initial analysis:

				Samples for initial analysis received:

										If received, complete a separate form for all referring labs -

				Data collection period if different from 1st April 2013 - 31st March 2014:

						Please click on the data items to view the appropriate guidance for each

								Data item				Value		Comments

						HP1		Booking bloods received

						HP2		Booking bloods tested by 10 wks (KPI ST2)

						HP3		Booking bloods with FOQ (KPI ST3)

						HP4		Not tested - declined

						HP5		Not tested - previous screen 'positive'

						HP6		Not tested - previous screen 'negative'

						HP9		MCH < 25pg

						HP10		High risk alpha0

						HP11		Screen 'positive'

						HP12		Screen 'negative'

						HP13		Pending/Inconclusive results

						HP14		Father specimens requested/results previously known

						HP15		Father specimens available

						HP16		High risk couples (dark orange boxes in part 2)

						HP20		Breakdown of all screen 'positive' women				Complete in part 2

						M1		What is your first line screening method?

								Select from list:

								Other:

						M2		Method used for confirmation onsite:

								Click to highlight all applicable methods from the list:

								(You may highlight as many methods as needed)

								Other:

						M3		If you send confirmations away, where do they go?

						A2Ref		What is your Hb A2 reference range?

						A2Action Value		When MCH <27pg, what is the lowest level of HbA2 at which you would consider a diagnosis of a beta thal carrier?

						Please fill in the yellow sections

						Click here for more information on report formats

														v 26/03/2014



See guidance notes

Breakdown of all couples' risk status when mother is a carrier or affected

Complete this information in the matrix in "Data Questions part 2"

The numbers in the DARK ORANGE highlighted boxes should reflect the number given in HP16.

The total number represented in the matrix should reflect the number given in LP11.

Number of booking bloods received by laboratory

LP1 = LP4 + LP5 + LP6 + LP11 + LP12 + LP13

Number of booking bloods tested by 10 wks (70 days)

LP2 ≤ LP1

This links to KPI ST2.

Number of FOQ received by laboratory. If the FOQ is returned later than the sample then it is not considered to be attached (this is not a measure of lab performance)

LP3 ≤ LP1

This links to KPI ST3

Not tested as woman declined

Not tested due to confirmed previous screen positive result.

See guidance for more information.

Not tested due to confirmed previous screen negative result.

See guidance for more information.

Number of booking bloods received by laboratory with MCH < 25pg

Number of booking bloods received falling into the high risk alpha0 group

LP10 < LP9
*However, if you cannot identify family origin then LP10 = LP9

Report formats 2,3b,4a,4b,5a,5b,6a,6b,8

See 'Report Formats' sheet (link below)

Include donor egg or hard bone marrow transplant cases in the number of screen 'positive' women

LP11 = screen positive from this pregnancy + LP5 + LP10

See guidance for more information.

Report formats 0,1,3a,7a and 7b

See 'Report Formats' sheet (link below)

LP12 = screen negative from this pregnancy + LP6 (screen negative from previous pregnancy)

See guidance for more information.

Including requests for repeat sample, variants awaiting identification, etc

We would expect this figure to be less than 20 for most laboratories.

Number of father specimens requested by laboratory for this pregnancy or already known with a confirmed result from historical records

LP14 ≤ LP11+ LP13

See guidance for more information.

Number of partner specimens tested in this pregnancy or results known from historical records

If LP15 > LP14 please add explanatory note

See guidance for more information.

Number of high risk couples identified by laboratory

This is the person responsible for SCT screening to whom we should send relevant screening information. If this is the same as the contact person, please state this.

This is the person that we should contact for data requests and for queries regarding the data submitted. This may be the same as the laboratory lead.

Trust(s) and number sent

Trust(s) and number received

Clinical lead for SCT screening

Click here for more information on report formats

High risk couples (dark orange boxes in part 2)

Father specimens available

Father specimens requested/results previously known

Pending/Inconclusive results

Screen 'negative'

Screen 'positive'

High risk alpha0

MCH < 25pg

Not tested - previous screen 'negative'

Not tested - previous screen 'positive'

Not tested - declined

Booking bloods with FOQ (KPI ST3)

Booking bloods tested by 10 wks (KPI ST2)

Booking bloods received

Breakdown of all screen 'positive' women



Data Questions Part 2

						Breakdown of risk status for all screen 'positive' women (carrier or affected) with the conditions listed below

						Link to guidance

				Please fill in the risk status breakdown matrix for all screen positive cases with the conditions below, even for cases where the father results are unknown.

				Scroll right for guidance on completing the risk status breakdown matrix																																		Guidance on completing this matrix:

								Father's test result																														What to include in this matrix:

								Hb S		βThal		db thal		Hb Lepore		Hb D		Hb C		Hb E		Hb O-Arab		HPFH		High risk alpha0		Compound Hetero- zygous**		*Other		Not a carrier		Father result not available				Fill in the matrix for all screen positive mothers with the specified haemoglobinopathy results.

				Mother's test result		Hb S																																Mother/father results:

						βThal																																Mother results are respresented by the rows while father results are represented by the columns. For example, if there were 2 mothers with an HbS result where the fathers in both cases also had an HbS result, a 2 would go in the cell D10. If there were 3 cases where the mother had an HbS result but the fathers were not carriers, a 3 would go in cell P10, and so on.

						db thal

						Hb Lepore

						Hb D																																Homozygous cases:
For cases where either the mother or the father is affected, for the purposes of this matrix these cases would still be put under the Hb variant that they are affected with. For example, both Hb AS and Hb SS cases would be counted under Hb S on this matrix.

						Hb C

						Hb E

						Hb O-Arab																																Father result not available:
This column allows you to account for any screen 'positive' mother results where the father was not available for testing, or where father results cannot be linked to the mother's result.

						HPFH

						High risk alpha0																																Egg donor/hard bone marrow cases:
Please give details in the comments box below the table.

						Compound Heterozygous**

						Egg donor/bone marrow transplant																																Report formats 4a (β thal carriers) and 4b (possible β thal carriers):
Include both under "βThal".

		* If available please specify any "other" results for father:																										Risk:				Totals:

																												High Risk		0		Sickle Variants		0				'High Risk' should reflect HP16: 'High Risk' in part one

		** Please specify any compound heterozygous results: e.g, 2 Mothers SC/Father not carrier; 1 Mother SβThal/Father S, etc.																										Low Risk		0		Total Thal		0				'Total Screen+' should reflect HP11: 'Screen Positive' in part one

																												Minimal Risk		0		High Risk Alpha0		0				Data quality check (Programme use only):

				If possible, please identify any homozygous cases shown above: e.g. 1 Mother SS/Father not carrier; 2 Mothers EE/Fathers EE, etc.																								Not a carrier		0		Total HPFH		0				All high risk couples accounted for?				All screen+ mothers accounted for?

																												PNA		0		Total screen+		0				Yes				Yes

																												Please note: The "Risk" and "Total" fields will populate automatically and do not need to be filled in as part of the return

				If this breakdown information is unavailable at your lab or is incomplete, please give a brief explanation below:

				Include any women who are not categorised above where a test for the baby's father has been requested (include father result where available).

																																																v 26/03/2014



Link to guidance



Guidance 1 - Intro

				HIGH PREVALENCE GUIDANCE: Data collection for Antenatal Sickle Cell and Thalassaemia Screening Programme

				We understand that not all laboratories keep all of the information that we are asking for. Where you do not have access to the figures please ask the relevant department/source (Maternity Unit, Sickle Cell Counsellor, Midwife etc) for these and state on the return where you have obtained the figures from.

				ALL DATA FROM 1ST APRIL - 31ST MARCH.

				• Please ensure you complete all data fields. There should be NO questions left blank.

				• If you are not able to give a figure, for example if certain data is held in another department and you do not have access to it, please state this on the return next to that question.

				• If any figures have been obtained from another source, please indicate this on return.

				• Please state the data collection period if different from 1st April - 31st March.

				SAMPLES SENT: If samples are sent away for analysis, please complete a data return noting the name of the Trust where samples are sent to and the number of samples sent.

				SAMPLES RECEIVED: If you receive samples from other labs, please list the name of those trusts and the number of samples received from other laboratories. If your system allows you to separate data by Trust, please fill out a separate form for your lab and a separate form for each trust you process samples for. If however, your system does not allow you to separate results by trust, please report all data analysed including samples received.

				For guidance on specific data items, see "Guidance 2 - Data Items"

				Back to data questions part 1



For guidance on specific data items, see "Guidance 2 - Data Items"

Back to data questions part 1



Guidance 2 - Data Items

		Data field code		Data item		Description		Aims and objectives		Guidance		Exclusions		Definitions

		HP1		Booking bloods received		Number of booking bloods received by laboratory		To act as denominator		HP1 = HP4 + HP11 + HP12 + HP13

*Some labs cannot distinguish between non-antenatal and antenatal patients due to their test codes being the same, therefore in this case please give an estimate of booking figures from maternity units and state on the return that you are not able to give an exact figure.

** Please note that HP5 and HP6 are included in HP11 and HP12 respectively		Do not include bloods received prior to April even if the test result was available between 1st April and 31st March .

Booking bloods of antenatal patients only.		Booking bloods- antenatal booking bloods received during the time period 1st April - 31st March.

Antenatal bookings – (current definition used by maternity units). Booking is the point at which the woman sees a midwife/GP for an antenatal history, and details/history of the current pregnancy are documented and logged onto the common Maternity Unit database. A woman who books with one service and re-books with another after antenatal screening should be counted only with the first service. All bookings should be included, even where it is planned to have care and/or delivery at home or privately and where bookings are received but not tested.

		HP2

(KPI ST2)		Booking bloods tested by 10 wks		Number of mothers having antenatal sickle cell and thalassaemia screening that have a conclusive result by 10+0 weeks gestation.		To ensure that all eligible women accepting an offer of screening are tested by 10+0 weeks' gestation as identified in NICE guidance on antenatal care.

Similar to KPI ST2: Timliness of test.		HP2 ≤ HP1

*some labs may not know about gestation, if this is the case please mark as ‘don’t know’. In your email return please give us an idea about how you are moving towards collecting this data and provide us with an estimate.

		HP3

(KPI ST3)		FOQ attached		Number of antenatal sickle cell and thalassaemia samples submitted to the laboratory which are supported by a completed Family Origin Questionnaire (FOQ).		Similar to KPI ST3: Completion of FOQ		HP3 ≤ HP1

*if you do not receive FOQs at all please mark ‘N/A’				Family Origin Questionnaire (FOQ) or in-house version using same categories received by laboratory, (electronic or paper copy).

If the FOQ is returned later than the sample then it is not considered to be attached (this is not a measure of lab performance)

		HP4		Not tested - declined		Not tested as woman declined		To discover how many women declined		*Some labs may not know about declines, if this is the case please mark as ‘N/A'.		Do not include women tested in a previous pregnancy where the laboratory is satisfied with the quality of the result (such women should be included in the appropriate result category, e.g. HP5 or HP6)		Declined - number of women who declined testing.

Note: This figure should also be included in HP1.

		HP5		Not tested - previous screen 'positive'		Not tested due to confirmed previous screen positive result		To discover how many tests are not undertaken due to previous results		*If no one falls into these categories please mark as 0. Some labs screen each time even if the mother has been screened before, if this is the case please state ‘N/A’				Screen positive - Confirmed record exists on the database of a screen positive result.



Note: This figure is a sub-set of HP11 and so should be included in HP11

		HP6		Not tested - previous screen 'negative'		Not tested due to confirmed previous screen negative result		To discover how many tests are not undertaken due to previous results		*If no one falls into these categories please mark as 0. Some labs screen each time even if the mother has been screened before, if this is the case please state ‘N/A’				Screen negative - Confirmed record exists on the database of a screen negative result



Note: This figure is a sub-set of HP12 and so should be included in HP12

		HP9		MCH < 25pg		Number of booking bloods received by laboratory with MCH < 25pg		Estimate of the number considered for alpha0		HP9 ≤ HP7				The number of antenatal booking bloods received by laboratory with an MCH < 25pg. This is the number initially considered at high risk of alpha0 thalassaemia.

		HP10		High risk alpha0		Number of booking bloods received falling into the high risk alpha0 group		Number of potential alpha0 carriers		HP10 < HP9

*However, if you cannot identify family origin then HP10 = HP9				This is the number of potential aHPha0 carriers, i.e. HP9 with a high risk family origin.

		HP11		Screen 'positive'		Report formats 2, 3b, 4a, 4b, 5a, 5b, 6a, 6b, and 8		Detection rate of programme		HP11 = screen positive from this pregnancy + HP5 + HP10		Samples received for confirmatory testing:  Do not include screen positive samples received from other labs for confirmatory testing in this count.		Screen ‘positive’ - The number tested who fall into any of the report formats 2, 3b, 4a, 4b, 5a, 5b, 6a, 6b, and 8.




The total figure should also include:
       • The number not tested due to confirmed screen positive
          result from previous pregnancy (HP5) 
       • The number of high-risk aHPha0 cases (HP10)
       • The number of significant carriers
       • The number of screen positive samples sent away for
          confirmatory testing

Include donor egg and bone marrow transplant cases in the number of screen 'positive' women

		HP12		Screen 'negative'		Report formats 0, 1, 3a, 7a and 7b		Specificity of programme		HP12 = screen negative from this pregnancy + HP6 (screen negative from previous pregnancy)				Screen ‘negative’ - The number tested who fall into any of the report formats 0, 1, 3a, 7a and 7b.


 

The total figure should also include:
       • The number not tested due to previous confirmed screen
          negative result stated in HP6.
       • The number of women in low prevalence areas who receive 
          only an FOQ that does not lead to a blood test

		HP13		Pending/Inconclusive results		Repeat sample request, variants awaiting identification, inconclusive results, etc		To identify pending or inclusive results		We would expect this figure to be less than 20 for most laboratories.				Result pending - includes requests for repeat sample, variants awaiting identification, insufficient/incorrect patient details or other sample problems etc. It should also include those with an issued interim report.

Inconclusive result - cases where the laboratory is unable to determine haemoglobinopathy status.

		HP14		Father specimens requested/results previously known		Number of father specimens requested by laboratory for this pregnancy or already known with a confirmed result from historical records		Potential at risk fetus		HP14 ≤ HP11+ HP13		Do not include partner specimens requested prior to April even if the test result was available between 1st April and 31st March.		Include all partner specimens requested by laboratory from 1st April – 31st March due to a potential at risk fetus.

		HP15		Father specimens available		Number of partner specimens tested in this pregnancy or results known with a confirmed result from historical records		Father sample received in laboratory		HP15 ≤ HP14

If HP15 > HP14 please add explanatory note				Of those partner specimens requested (HP14) the number of partner specimens received by laboratory within a month of request. 

Include all partner specimens requested by laboratory from 1st April – 31st March due to a potential at risk fetus.

		HP16		High risk couples - number		Number of high risk couples identified by laboratory		Prevalence						Total number of high risk couples identified by laboratory, i.e. shown in the dark orange boxes in the couples risk status breakdown table (HP20).

		HP20		Couple breakdown		Breakdown of all couples risk status		Prevalence by Hb status of mothers and fathers		The numbers in the DARK ORANGE highlighted boxes should reflect the number given in HP16.

The total number represented in the matrix should reflect HP11.				Includes all screen positive mothers (which should reflect HP11) and all serious at risk couples (which should reflect the figure given in HP16), all couples at less serious risk, all couples with no risk and all women tested with no partner available.

The DARK ORANGE highlighted boxes refer to the couples that are at serious risk.

If available, please specify the result of any father listed as ‘other’ and for any compound heterozygous or homozygous results, and account for any screen positive cases not included.



(See Handbook for Laboratories, p.43-45, http://sct.screening.nhs.uk/standardsandguidelines).

(See  Handbook for Laboratories, p43-45, http://sct.screening.nhs.uk/standardsandguidelines).
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See p. 23 of the Handbook for Laboratories (http://sct.screening.nhs.uk/standardsandguidelines).

See p. 23 of the Handbook for Laboratories (http://sct.screening.nhs.uk/standardsandguidelines).

For more information on the KPIs, see http://www.screening.nhs.uk/kpi

For more information on the KPIs, see http://www.screening.nhs.uk/kpi

See p. 23 of the Handbook for Laboratories  for information on confirmed previous results (http://sct.screening.nhs.uk/standardsandguidelines).

See p. 23 of the Handbook for Laboratories  for information on confirmed previous results (http://sct.screening.nhs.uk/standardsandguidelines).



Report Formats

		



Report format 0 - for specimens screened by red cell indices only (Low prevalence area)

Report the red cell indices with the comments:-

1. No evidence of thalassaemia.
2. Not tested for haemoglobin variants as mother
    and baby’s father from low risk area on family
    origin questionnaire.
3. Testing of baby's father not required.

Report format 1 - for normals

Report the red cell indices and the other chromatographic or electrophoretic results together with the comments:-

1. No evidence of an abnormal haemoglobin or
    thalassaemia.
2. Testing of baby's father not required.

Report format 2 - for haemoglobin variant carriers on the specified list i.e. Hb S, Hb C, Hb D, Hb E, Hb OArab, and Hb Lepore

Report the red cell indices, sickle cell solubility test (if performed) and the other chromatographic or electrophoretic results together with the comments:-

1. Hb ‘V’ carrier (Hb AV) - where V is the variant
    haemoglobin detected.
2. No evidence of thalassaemia (Remove this if
    the variant is Lepore or co-existing α0 
    thalassaemia is suspected).
3. Partner testing should be offered.

In the case where the variant is Hb S the term ‘sickle cell carrier’ is preferred.

Report format 3a - haemoglobin variant carriers where baby's father testing is not required

Report the red cell indices, sickle cell solubility test (if performed) and the other chromatographic or electrophoresis results together with the comments:-

1. Hb ‘V’ carrier (Hb AV) of no known clinical
    significance - where V is the variant
    haemoglobin detected.
2. No evidence of thalassaemia.
3. Testing of baby's father not required.

Report format 4a - for βthalassaemia carriers

Report the red cell indices and the other chromatographic or electrophoretic results together with the comments:-

1. Carrier of β thalassaemia.
2. No evidence of sickle haemoglobin.
3. Testing of baby's father recommended.

Report format 5a – for HPFH.

Report the red cell indices and the other chromatographic or electrophoretic results together with the comments:-

1. Carrier of Hereditary Persistence of Fetal 
    Haemoglobin.
2. No evidence of sickle haemoglobin.
3. Testing of baby's father recommended.

Report format 6a - for possible α0thalassaemia carriers when both the mother and the baby's father are of high risk family origins

Report the red cell indices and the other chromatographic or electrophoretic results together with the comments:-

1. Possible α0thalassaemia carrier and/or iron
    deficiency.
2. No evidence of sickle haemoglobin.
3. Iron status should be checked but testing of the 
    baby's father should not be delayed.
4. Testing of baby's father recommended.

Report format 7a – for possible α thalassaemia carriers when either parent is of low risk α0  thalassaemia family origins (MCH < 25 pg)

Report the red cell indices and the other chromatographic or electrophoretic results together with the comments:-

1. Possible α thalassaemia carrier and/or iron
    deficiency.
2. No evidence of sickle haemoglobin.
3. Testing of baby's father not required as one or both parents are of low risk family origins for α0 thalassaemia.
4. Iron status should be checked but therapy not commenced unless iron deficieny is proven.

Report format 7b – for possible α thalassaemia carriers (MCH 25 to 27 pg)

Report the red cell indices and the other chromatographic or electrophoretic results together with the comments:-

1. Possible iron deficiency and/or α thalassaemia
    carrier.
2. No evidence of sickle haemoglobin.
3. Testing of baby's father not required.
4. Iron status should be checked but therapy not commenced unless iron deficiency is proven.

Report format 8 - for sickle cell anaemia and compound heterozygote conditions

Report the red cell indices, sickle cell solubility test and blood film (if appropriate) and the other chromatographic or electrophoretic results together with the comments:-

1. Sickle cell anaemia (Hb SS) or Hb SC disease
    or Hb SD disease or Hb SE disease or Hb 
    SOArab disease or sickle βthalassaemia disease
    or Hb variant βthalassaemia.
2. Recommend referral to a Consultant Haematologist if not already being followed up.
3. Testing of baby's father recommended.

Laboratory reporting can be simplified by considering the conditions that are likely to be encountered in the antenatal screening programme. These will comprise those with no haemoglobin variant or thalassaemic condition ie ‘normals’; carriers of a haemoglobin variant, (including sickle haemoglobin); thalassaemia carriers; homozygote and compound heterozygote conditions of sickle haemoglobin and either another haemoglobin variant or thalassaemia. It is possible that the comment about partner testing will not be needed in all laboratories if alternative protocols are used by the screening service to initiate such requests. Appendices 4 and 5 of the laboratory hand book give details of the antenatal screening ‘status codes’ and outcome codes that are to be used for linking laboratory reports to maternity unit information systems and other computerised record keeping systems.

Recommended report formats

Please note: This information can also be found in the laboratory hand book on pp. 35-36. -

http://sct.screening.nhs.uk/cms.php?folder=2493

Back to form

Report format 3b - haemoglobin variant carriers where baby's father testing is required

Report the red cell indices, sickle cell solubility test (if appropriate) and the other chromatographic or electrophoresis results together with the comments:-

1. Hb ‘V’ carrier (Hb AV) of known clinical
    significance - where V is the variant
    haemoglobin detected or state if the variant is
    unknown.
2. No evidence of thalassaemia (Remove this 
    comment if co-existing α0 thalassaemia is 
    suspected).
3. Testing of baby's father recommended.

Consider discussion with consultant haematologist.

Report format 4b - for possible βthalassaemia carriers

Report the red cell indices and the other chromatographic or electrophoretic results together with the comments:-

1. Possible carrier of β thalassaemia.
2. No evidence of sickle haemoglobin.
3. Testing of baby's father recommended.

Report format 5b – for δβ thalassaemia trait.

Report the red cell indices and the other chromatographic or electrophoretic results together with the comments:-

1. Carrier of δ/β thalassaemia.
2. No evidence of sickle haemoglobin.
3. Testing of baby's father recommended.

Report format 6b - for confirmed Hb H disease

Report the red cell indices and the other chromatographic or electrophoretic results together with the comments:-

1. Hb H disease.
2. No evidence of sickle haemoglobin.
3. Recommended referral to a Consultant 
    Haematologist if not already being followed up.
4. Testing of baby's father recommended if he 
    is of high risk family origins for α0
     thalassaemia.



MethodsList

		EQ1				EQ2

		Select from list				Select from list

		Biorad D10				Acid electrophoresis eg Cirate agar or Acid gel

		Biorad VII running beta thal short				Alkaline electrophoresis eg Cellulose acetate or alkaline gel

		Biorad VII running dual kit				Capillary electrophoresis

		Gold				DNA

		HA8160				IEF

		Primus Ultra 2				Mass spectrometry

		Sebia capillary electrophoresis				Sickle solublity test

		Tosoh G7				Sent away

		Tosoh G8				Other, please give details

		Other, please give details
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