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Audit of Antenatal Infectious Diseases Screening Programme

Executive Summary

An audit of the Antenatal Infectious Diseases Screening Programme funded by
the Regional Multi-professional Audit Group was undertaken during 2005. It
involved the then 10 Trusts which have antenatal clinics and 7 testing
laboratories. In addition 6 of the Trusts also took part in a review of the practice
of offering post natal MMR vaccination to women testing rubella non-immune
during pregnancy. A total of 33 recommendations were made at the conclusion
of the audit. A number of safe guards were identified as necessary including
(a) the introduction of fail-safe arrangements to account for the receipt of all
outstanding laboratory reports and (b) hospitals offering MMR vaccine to
rubella non-immune women prior to discharge. A stream-lining of the
laboratory arrangements for undertaking the tests associated with the
programme was also considered to be desirable.

RECOMMENDATIONS

1.

8.

9.

Boards and Trusts should ensure that antenatal infection screening
programmes are commissioned and provided to the standards outlined in the
Department of Health: Screening for infectious diseases in pregnancy -
standards to support the UK antenatal screening programme, August 2003.
There should be clear written protocols and policies within each Trust for the
coordination, management and delivery of the infectious screening programme
including clear lines of accountability.

There should be a fail-safe system in place to account for all expected
laboratory reports.

There should be reporting, investigation and follow up of all adverse incidents
within the programme.

Consideration should be given to a single laboratory undertaking all antenatal
infection screening tests.

Postnatal MMR should be offered to rubella non-immune women before
discharge from hospital. The offer and patient’s response should be recorded in
the patient’s notes.

If deferral of rubella vaccination is unavoidable, there should be a written pro
forma communication between the Trust and the General Practitioner.
Confirmatory laboratory tests for HBV, HIV, syphilis and rubella non-immunity,
should be simplified through the use of a single confirmatory laboratory.

Trust clinic protocols should be re-written to complement any new laboratory
arrangements.

10.1T arrangements should be updated to facilitate an integrated service and

laboratories involved in the program should be capable of sharing data
electronically.
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11. Staff Training for those delivering the programme should be included at both
induction and update sessions. Specific concepts that should be covered in the
training should include: (a) the concept of a window period with infection; (b)
the possibility of infection post screening, (c) result interpretation.

12. There should be a system for re-offering screening when it is initially declined.

13. There should be a uniform system for handling all laboratory reports, inclusive
of HIV, in terms of: staff access; receipt in the clinic; computer input; addition to
patient notes; laboratory computer look-up.

14. A patient information sheet should be available for patients with newly identified
HBV infection to explain the significance for them and their family, and the
referral options. This should be available in an appropriate selection of
languages.

15. Patients with newly diagnosed syphilis should follow a regionally agreed
management protocol.

16. There should be an agreed protocol for the follow up of children born to HIV,
HBV or syphilis positive mothers identified through the programme.

17. Trusts should use the Late Booking Form for women who book later in
pregnancy http://www.bll.n-i.nhs.uk/micro2/viroregformslist.htm

18. Trusts should consider the need for a rapid HIV assay for women presenting in
labour.

19. All Boards and Trusts should have follow-up protocol for children born to HBV
positive mothers to ensure completion of the vaccine schedule and post-
vaccine immune testing.

20. Trusts should have access to HBV vaccine for women presenting in labour
where the mother’'s HBV status is unknown or the mother is found to be HBV
positive.

21.HBV vaccination information should be available to women and their GPs
regarding the infant vaccination programme when appropriate.

22.All women found to be positive for HV or HIV should be tested for Hepatitis C.

23.Patients with identified high risk activities for HCV should be counselled and
offered a test for this infection.

24.All HCV positive women should be managed according to a clinical protocol.

25.Children born to mothers known to be positive for HCV should be followed-up
using an agreed protocol.

26.The availability of information in appropriate ethnic languages should be
reassessed regularly.

27.Consent issues should be reviewed including the need for recording of staff /
patient signatures.

Laboratory Specific Recommendations

1. All laboratories should have appropriate quality assurance programs in place.

2. There should be a uniform approach to communicating laboratory results in
terms of: report generation; use of explanatory comments; use of written /
electronic / telephone modes of reporting. This should be described in a written
Standard Operating Practice (SOP) within each laboratory in the programme.
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3. A second sample should be requested from any patient where specific
antibodies to HIV, HBV and/or syphilis have been detected. This sample should
be processed with an urgency appropriate to the infection detected e.g.
laboratory results indicating active syphilis should not be subject to batch
testing; tests in labour or if labour is thought imminent should be treated as
emergencies.

4. Laboratories should only request a single serum sample from each patient to
undertake the screening assays required of the programme.

5. All laboratories involved in the programme should store residual serum for one
year.

6. Laboratory test protocols and reporting formats should be agreed between the
laboratory and the Trusts.
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Introduction

In 2002 the Department of Health and Social Services and Public Safety
(DHSSPS) formalised a policy (HSS(MD)11/02) to prevent serious congenital
and perinatal infections through the offer of antenatal infectious diseases
screening for hepatitis B virus (HBV), human immunodeficiency virus (HIV),
syphilis and rubella immunity. Part of the rationale of the programme was
emphasised in the Deputy Chief Medical Officer of England’s letter of
December 14 1998 concerning the unlinked anonymous HIV survey' which
indicated that over 70% of maternal HIV infections in 1995-1996 were
undiagnosed. Health Authorities in England and Wales were asked to arrange
for all pregnant women to be offered an HIV test by 31 December 2000. The
universal offer of antenatal screening for HIV commenced in Northern Ireland in
April 2003. Although screening for hepatitis C virus (HCV) is not part of the
programme, there is a risk of transmission of 6.2% when a child is delivered to
a mother who is HCV PCR positive.

In August 2003, the Department of Health in England issued Screening for
Infectious Diseases in Pregnancy — Standards to Support the UK Antenatal
Screening Programme?. A number of standards were outlined regarding the
process of offering tests in the antenatal setting and the mechanism of
undertaking and reporting laboratory resuits. Arrangements for delivery of
positive results and for confirmatory testing of a follow-up (second) specimen
were to be prioritised. All women should expect to have confirmed positive test
results explained to them in person. Women found to be positive for HIV and
syphilis were also to be referred for specialist treatment and advised about
interventions to reduce the risks of vertical and sexual transmission of these
infections.

In Northern Ireland the DHSSPS issued circulars on the local provision of the
screening programme:

HSS (MD) 17/98 Screening of pregnant women for Hepatitis B and
immunisation of babies at risk.

HSS (MD) 24/01 Increased transmission of Infectious Syphilis in Northern
Ireland.

HSS (MD) 11/02 Infection Screening for Pregnant women and Reduction of
Mother to Baby Transmission.

HSS (MD) 26/02 also included Interim Quality Standards for Antenatal Infection
Screening.

The Northern Ireland policy underpinned the audit into the application and
compliance of hospital and community maternity services with the 2003
standards. The purpose of the audit was to assess how the Northern Ireland
screening programme performed against National Standards and if its delivery
would prevent perinatal infection with HBV, HIV>**° and syphilis and if those
rubella non-immune women were being offered post-natal rubella vaccine
where appropriate.
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Method
Audit Team/Process

A multidisciplinary team of health care professionals undertook the direction of
the audit (Appendix 1). It included personnel from: the Royal Group of
Hospitals Trust (RGHT) Audit Department; DHSSPS; Area Boards;
Communicable Disease Surveillance Centre CDSC(NI); Trust Antenatal
Screening coordinators; Northern Ireland Blood Transfusion Service (NIBTS),
Paediatrics; Obstetrics; General Practice; Regional Virus Laboratory (RVL).
Audit direction and process was agreed at a series of meetings held in the
Audit Department, RGHT. The direction of the audit reflected the priorities
established at the meetings. The audit purpose was to provide objective
evidence of the strengths and weaknesses of the current regional programme
and facilitate recommendations for improvements where applicable.

Chief Executive Consent

All Trust Chief Executives of the participating antenatal clinics and audit
departments were contacted to inform them of the nature of the audit and to
seek their consent to approach the respective antenatal clinics and laboratories
for participation.

Audit 1: Antenatal Clinic and Laboratory Testing Standards

It was agreed to use the DH document “Screening for Infectious Diseases in
Pregnancy - Standards to Support the UK Antenatal Screening Programme”
http :// www.dh.gov.uk /assetRoot/04/09/20/49/04092049.pdf published in 2003,
to assess how both the clinics and laboratories were complying with the
delivery of the programme (Appendix 2). Ten clinics and 7 laboratories were
invited to participate in the Audit and those agreeing are shown in Tables 1 and
2 respectively.

Table 1 — Antenatal Clinics Participating in the Audit

Lagan Valley Hospital

Antrim Hospital

Daisy Hill Hospital

Mater Infirmorium Hospital

Erne Hospital

Causeway Hospital

Altnagelvin Hospital

Craigavon Area Hospital

Ulster Hospital

Royal Jubilee Maternity Hospital




RMAG Audit of Antenatal Infectious Diseases Screening

Table 2 — Laboratories Participating in the Audit

Regional Virus Laboratory - Royal Group of Hospitals
Trust

Northern Ireland Blood Transfusion Service
Microbiology - Royal Group of Hospitals Trust
Microbiology - Craigavon Area Hospital

Microbiology — United Hospitals

Microbiology — Causeway Hospital

To facilitate the audit, separate pro formas addressing (a) clinic standards
(Appendix 3) and (b) laboratory standards (Appendix 4) were developed. They
were sent to named persons in each clinic and laboratory. The laboratory in
Scotland providing the hepatitis B confirmatory service was not included in the
audit.

Audit 2: Provision of Vaccine Cover for Rubella Non-immune Women

An important aspect of the audit was to confirm that when a woman was found
to be non-immune to rubella, she received an offer of rubella vaccination in the
post natal period. The consent was sought from all obstetricians to review the
relevant entries in their patient's notes where they had been recorded as
rubella non-immune by Northern Ireland Blood Transfusion Service (NIBTS)
during the 12 month period April 2004 — March 2005. A list of non-immune
women was made available by NIBTS upon the receipt of the consultant
consent letters.

Antenatal clinics were invited to participate through their respective audit

departments and 6 agreed to participate as shown in Table 3. A list of women
was selected for each of the hospitals from the NIBTS list.

Table 3. Units participating in the Rubella audit

Lagan Valley Hospital Defer to community
Antrim Hospital Defer to community
Daisy Hill Hospital Defer to community
Causeway Hospital Defer to community
Craigavon Area Hospital Vaccinate prior to discharge
Royal Maternity Hospital Vaccinate prior to discharge

Of the 6 clinics, 4 deferred vaccination to the community and 2 offered the
vaccine before discharge. Audit personnel in each participating hospital were
responsible for undertaking the case note inspection.
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A questionnaire was compiled for this purpose and used by each audit
department. It consisted of six questions, which were:

1.

ook wN

Is there a record in the patient’s notes from NIBTS indicating the rubella
status?

What is written in the discharge form against rubella status?

What is written in the discharge form against rubella vaccine?

Is it documented in the patient’s notes that the rubella vaccine was offered?
Is it documented in the patient’s notes that the rubella vaccine was refused?
Is it documented in the patient’s notes that they were advised to have the
vaccine at their G.P. Surgery?

The case notes were inspected to record the associated information for each
guestion.
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RESULTS

Chief Executive Consent
All Trust Chief Executives and audit departments who were approached
consented to their Trust’s involvement in the audit.

Participating Antenatal Clinics and Laboratories

All 10 of the clinics approached agreed to participate in the audit and returned
completed questionnaires. Six of the 7 laboratories responded by completing
the audit pro forma.

1. Audit of the Antenatal Clinic and Laboratory Testing Standards

(a) Clinic Management Standards The summarised response to each question
is recorded below.

1. Does your Trust or Board have written protocols in place for antenatal
infection screening that accurately reflect Departmental standards?
Yes—8 No-2

2. Are the procedures for antenatal infection screening included in staff
induction training?
Yes—-8 No-2

3. Are the procedures for antenatal infection screening included in
annual update training?

Yes—8 No-2

Responsibility for which lay with different grade of Staff in every Trust but
in 90% there was a named person for this.

4. Are there clear management arrangements for co-ordinating the
program?
Yes—6 No-1 Not Answered — 3

5. Are there clear management arrangements for monitoring the
program?
Yes —7 No -2 Not Answered — 1

6. In relation to antenatal infection screening are there systems for
dealing with serious adverse events e.g. report delay or notification of
false positive results to patient?
Yes—-7 No-3
Systems varied from Trust to Trust. Responses were:

e critical incident reporting

e IR1forms

» responsibility of antenatal screening co-coordinator/senior midwife.

7. Are there systems in place for central reporting to Health Boards of
serious adverse events?
Yes —6 No -1 Not Answered — 3
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(b) Clinic Testing Standards The summarised response to each question is
recorded below.

1. When are screening tests for Rubella, Syphilis, HIV, Hepatitis B
offered?

All Trusts offered tests for all pregnancies.

2. When was written information on antenatal screening offered?

All Trusts offered this information pre-booking.

3. In addition to English, is information on antenatal screening available
to women in other languages or other media formats?

Other Languages — 5 Other Media Formats — 4 Not Answered -1
Languages specifically mentioned were Cantonese, Arabic, Hindu and
Irish. The other format was an interpreter booked ‘ad hoc’.

4. If a screening test is refused, is there a protocol to allow for the
screening test to be re-offered in a later clinic?

Yes-7 No-3
All 10 Trusts sought information on high-risk activities, e.g. Intravenous
drug user, during the antenatal visit.

5. Are women known to be in a high-risk group e.g. intravenous drug
user, or known positive for HIV, HBV or syphilis, offered testing for
hepatitis C virus during the antenatal visit?

Yes -3 No-6 Not Answered — 1

6. How are positive HIV results received?

Telephone & Written — 9 None to Date 1

7. How are positive HBV results received?

Written 7 Telephone & Written 1 Not Answered 2

8. How are positive syphilis results received?

Written 4 Written & Telephone 3 Not Answered 3

9. Are fail safe mechanisms in place to alert staff if specimen reports are
not received in a timely manner?

Yes -8 No-2

10. In explaining test result to the woman is it explained that the test
does not exclude the small possibility of a ‘window period’ infection going
undetected?

Yes—3 No-7

11. Is informing a woman of a negative test result used for explaining the
dangers of becoming infected during pregnancy?

Yes—5 No-5
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12. Do the written reports of positive results have interpretive comments?

Yes—8 No-2

' 13. If interpretive comments are available, are they useful?

Yes -6 No -2 Not answered — 2

14. Do all women have confirmed positive test results explained to them
in person?

Yes — 9 Not Answered — 1

'15. Are positive written reports added to patients notes?

Yes—7 No-1 NotAnswered — 2

16. |s there a written protocol for the follow-up of women who are known
to be positive for hepatitis C virus?

No - 10

17. Are there any staff restrictions on who has access to positive results
for HIV?

Yes -9 No-1

18. Are there any staff restrictions on who has access to positive results
for HBV?

Yes -5 No -4 Not Answered — 1

19. Are there any staff restrictions on who has access to positive results
for Syphilis?

Yes—5 No -4 Not Answered — 1

20. Are the results for Rubella, Syphilis, HIV, and HBV held on
computerised patient record system e.g. NIMATS?

Yes -6 No-4
One Trust did not record HIV positives on computerised system.

21. For women screening positive for HBV, are the implications for
themselves, their pregnancy, their sexual partners and other family
members explained to them?

Yes—8 No-1 NotAnswered — 1
Explained by Consultant 5 Midwife 2 Sexual Health Nurse 1

22. For women screening positive for HBV, in what form is advice
available to explain the need for administering the Vaccine and/ or HBV
immunoglobulin to the newborn child?

Written 3 Oral 6 Both 5.

23. Does the antenatal clinic have written information for the mother and
her GP about the number of injections the baby requires when they
should be given and who will be responsible for their administration?

| Yes—4 No-6

11
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24 How is parental consent for the baby’s immunisation recorded prior
to the birth?
Oral — 8 Not Answered — 2

25. Are partners and other children of women who screen positive for
HBV offered counselling and HBV screening?
Referred to GP —6 Not Counselled —3 Not Answered — 1

26. For women who screen positive for HBV during pregnancy, are steps
taken to arrange for the following?

Refer to hepatologist - 6 Referred via GP -1  Not Answered — 3

Some Trusts noted that referral was dependant on the consultant and
that a majority of HBV positive women are from the Chinese community
and are previously known to be HBV positive. Four clinics have a written
information pack for patient and the GP (one lacked written information in
other languages).

(c) Laboratory Testing Standards The summarised response to each question is
recorded below. One lab did not reply — the figures reflect the answers for the 6
who did.

NIBTS test for HIV, HBV and Rubella immunity
RVL test for HIV, HBV and Rubella immunity
All microbiology laboratories test for syphilis only

1. Are the test numbers handled by testing laboratories adequate?

Yes 6

2. Do the laboratories have accreditation?

Yes. 6

3. Have the assays adequate sensitivity and specificity.

Yes. 6

4. Are confirmatory tests adequate?

Yes. 6

5. Are kit guidelines followed?

Yes 6

6. Is NEQAS performance satisfactory?

| Yes ©6

7 Do you run an internal Quality Assurance scheme?

Yes -5 No 1









































































