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1. FOREWORD

These guidelines were written by a subgroup of Regional Antenatal Infection Screening
Group. In particular the contribution made by Dré&sh Tharma, Consultant Obstetrician, Royal
Jubilee Maternity Hospital; Dr Say Quah, ConsulianGenito-urinary Medicine, Royal Group
Hospitals; Dr Richard Tubman, Consultant NeonatstogRoyal Jubilee Maternity Hospital; and
Ms Jackie McGeagh, Regional Coordinator for Antahahd Newborn Screening, Department
of Health Social Services and Public Safety Norihegland, is acknowledged. The guidelines
are based on the British HIV Association 2005 amaydR College of Obstetricians and
Gynaecologists 2004 Guidelines for the Managemémtid infection in pregnant women and
the prevention of mother-to-child transmission dVH They are for healthcare professionals

working within Maternity Services who are providiagervice to HIV positive pregnant women.

These guidelines provide the information to enghet safe and effective care of HIV positive
pregnant women is an integral part of high quatdye as outlined in thQuality Standards for

Health and Social Care

The guidelines will be reviewed in 2010 or sooriandw evidence changes practice. The lead
GUM physician for HIV positive pregnant women wille responsible for informing the

guidelines’ authors of changes.



2. BACKGROUND

HIV infection is associated with high morbidity antbrtality (Guideline No.39, RCOG, 2004).
The prevalence of HIV infection in women in the WKs been increasing since 1990. Antenatal
screening for HIV plays a very important role iremtifying HIV positive pregnant women.
Early identification of HIV, with appropriate maremgent and treatment of the mother
significantly reduces the risk of transmission frorather to child.

From April 2003 all pregnant women in Northern &l have been offered antenatal screening
for HIV. Women identified as HIV positive are carly managed so that the risk of Vertical
Transmission of HIV from mother to baby is reduesdar as is possible

The purpose of these guidelines is to provide heait staff with the principles of management
of HIV positive pregnant women so they receivedpgropriate care and treatment and that risk

of transmission to their baby is minimized.



3. CONTACT TELEPHONE NUMBERS FOR THE SPECIALIST TEA M AT THE

ROYAL GROUP OF HOSPITALS TRUST

Dr Suresh Tharma, Consultant Obstetrician

On-Call Fetal Medicine Consultant

Dr Say Quah, Consultant in Genito-Urinary Medicine

On-Call Genito-Urinary Medicine Consultant

Department of Genito-Urinary Medicine (9am-5pm)

Suzanne Gray, HIV Counsellor

Specialist Nurse Practitioner, Genito-Urinary Meakc

Diane McDonald, HIV Clinic Midwife

Margaret Kennedy, Antenatal Screening Coordinator

On-Call Pharmacist (RVH 24 hours)

Dr Richard Tubman, Consultant Neonatologist

Dr Sharon Christie, Paediatric Consultant

On-Call Neonatal Registrar

028928632

028 90632150

028 90634817

028 902a3

BB 34050

028 90328222

028 90634050

028 90633393

028 90634847

028 90240503

028 90240503

028 90240503

028 90632150



4. MANAGEMENT OF PREGNANT WOMEN WHO ARE HIV POSITI VE

4.1. Antenatal screening and referral

All women should be offered a HIV screening testyeia every pregnancy or at the

earliest opportunity if presenting late in pregnano labour or newly delivered.

If a pregnant woman is identified as HIV positiveeshould be informed of her positive
result by the Consultant Obstetrician in charghesfcare. She should be advised and
encouraged to attend the specialist team for tigeinog management of her pregnancy
and HIV disease. The specialist team, which iethat the Royal Group of Hospitals
Trust in Belfast, is multi-professional and inclsdesalth professionals from obstetrics,
genito-urinary medicine (GUM), neonatology, paettanfectious diseases, midwifery,

specialist pharmacy, HIV counselling, and HIV nogsi

The woman’s Obstetric Consultant should facilitaterral to the specialist team which
should be consultant to consultant. If a woman &astrong desire to have her care
locally, it will be the decision of her local Corisunt Obstetrician in conjunction with the
specialist team whether this is possible or feasilil a decision is taken to manage a
woman outside of the Royal Jubilee Maternity Hadpihanagement must be in line with
the recommendations of these guidelines and shdddundertaken in regular

consultation with the specialist team.

Most referrals to the specialist team will either women who are identified as HIV
positive through the antenatal screening programnveomen known to be HIV positive
who become pregnant. The latter group will mostbpbdy be already known to the
GUM team. The referral and transfer of care camhbee initially by telephone (contact
numbers at front of these guidelines) and followed in writing to the Obstetric
Consultant and GUM Consultant responsible for HIdsipve pregnant women. The
GUM department will facilitate a prioritised appbment for those diagnosed HIV
positive through the antenatal screening programme.



Urgent referrals will comprise of women diagnosat lin the antenatal period (gestation
of 20 weeks or more); diagnosed in labour or immaslly post-partum; and patients who
are known to the specialist team but who developpiizations which require urgent or
immediate advice on management. In such caseselieant specialist team members
should be contacted urgently via the contact numbethe front of these guidelines, or
the on-call Fetal Medicine Consultant at the Rayailee Maternity Hospital, on-call
GUM Consultant at the Royal Group Hospitals Trustd aon-call Consultant
Neonatologist at the Royal Jubilee Maternity Hadpitcan be contacted via the

appropriate out-of-hours numbers.

Appendix 1 outlines the approach when managing a pregnantarnamno is HIV

positive.

4.2. Informing the woman of an HIV positive result

Each Trust should have written guidelines on infiagrpregnant women of their positive

HIV screening test result and in line with the doling advice.

When a positive HIV screening test result is reprarrangements should be made for a
member of the GUM team (usually the health adviserpe present when the initial
diagnosis is being given to the woman by her CdastilObstetrician. This can be
arranged by contacting the GUM Clinic at the Rayebup of Hospitals.

The woman will be shocked and should not be oveldned with information. The

clinical history and assessment should focus orstiieis of her health and the well being
of her pregnancy. Questions relating to how thedtibn may have been acquired are of
lesser importance, may be inappropriate and wilatéressed later by the GUM team.
Important advice to give at this stage should eeatr, the prognosis for her pregnancy is
good, the risk of her child being infected is, wiiftoper management, very low and that

she will be managed by a professional team. Afitecugsing the diagnosis, the woman



should be advised to speak to the GUM health agw#eo should provide support and

arrange an appointment for her at the GUM clinic.

Confidentiality is of paramount importance and dtidoe maintained at all times. The
woman should be reassured that her wishes wilebpacted and that her consent will be

obtained prior to notification of any other relevaealth care professionals.

Subsequent discussion with women about HIV and pragcy by Specialist Team

The discussion with the specialist team shoulduhelappropriate coverage of the key
areas as follows:

HIV effect on pregnancy

Effect of pregnancy on HIV

Prevention of transmission to the child

Confidentiality

Partner notification and testing of partner anceotthildren

Drug therapy

Family/social support

Obstetric/antenatal care

Mode of delivery

Postnatal care and assessing status of child
The woman should be encouraged to give consentkdgr community health care
professionals such as her General Practitioneretonformed of her HIV diagnosis.
Appendix 2 provides further information and guidance on cahs@d confidentiality.

Partner notification and testing of other childrefif there are any)

The GUM team should discuss this with the pregmaothen and follow it up.



4.3. Drug Therapy

The specialist team should produce an individudligan of care outlining the HIV drug
management, HIV monitoring investigations, and tm®posed mode of delivery
(Appendix 3). This should be discussed with the woman andpy &ept in her GUM
and maternity notes. The consultant neonatologidttae woman should also hold a copy
of this plan which should be updated as requirddhere should be a mechanism for

communicating the updates to all the health pradesss involved in her care.

The most important factor that predicts the risknafther to child transmission is the
level of HIV virological suppression at deliveryo@plete suppression is often possible,
and depends greatly on the ability of the womaradbere to her antiretroviral drug
regime. Support in coping with her situation, utihg symptomatic therapy for any

drug related side effects, has been shown to ingaoherence.

All antiretroviral drug treatment for the motherdatihe newborn should follow the advice
from the specialist GUM team. Clinical factors whimay influence the option of
antiretroviral therapy include the immune and \agtal status of the mother (based on
the CD4 cell counts, HIV viral load and genotypésistance); the gestational age at
presentation; any potential risk of therapy to pinegnancy; and the choice of delivery.
Management should be based on up to date clinnfafmation and the most recent
advice and guidelines from the British HIV Assomat(BHIVA) and Royal College of
Obstetricians and Gynaecologists (RCOG).

When prescribing other medications, potential dilugg interactions with antiretroviral
drugs should be considered. Help on such issuesldtbe sought from the HIV
specialist pharmacist.

Some adverse reactions to antiretroviral drugshbmaeasily mistaken as symptoms and
signs of pregnancy associated problems (includiregeglampsia, cholestasis and other
signs of liver dysfunction). Early liaison with IotObstetric and GUM Consultants

should be sought.



For some women, antiretroviral drugs may be disnoetd after delivery. These
antiretroviral drugs should only be stopped ondteice of the specialist GUM team as
an incorrectly discontinued drug regime may risk dlevelopment of drug resistant virus
which could be harmful to the woman. It is gengradvisable to have HIV genotypic
resistance assays performed before commencing féerdfiaishing the drug treatment

regime - the specialist GUM team should advisehentiming of these tests.

Maternal HIV proviral DNA should also be checkedlye antenatal period by sending a
purple topped EDTA blood to the Regional virologbdratory in the Royal Group
Hospitals Trust using the Congenital HIV Transnuaskollow Up’ form @ppendix 4).
The GUM team is responsible for ensuring thisiedbne.

4.4. Antenatal Care

In consultation with the specialist team, the GUMnNGultant should lead in the

management decisions relating to the woman’s Hatust

The hospital booking visit at the Royal Jubilee &taity Hospital should, if possible,
take place between 11 and 14 weeks gestation. wamodiagnosed as HIV positive
through the antenatal screening programme shoulctfieered to the specialist team as
soon as possible after the positive diagnosis idemaShe should be booked under the
Obstetric and GUM Consultants whose names shouldriigen on the obstetric notes

and a “Risk Disc” attached.

The Obstetric and GUM Consultants should liaiseamn jointly advise and discuss with
the woman, the proposed obstetric management imgusues such as antenatal
monitoring of mother and baby, obstetric intervens in labour, mode of delivery and
the avoidance of breastfeeding. The woman shogll meet with the HIV specialist
nurse practitioner and the HIV clinic midwife wharcprovide support and address other

health/counselling issues.
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Women who request or need invasive genetic diagnassting should commence

antiretroviral therapy prior to testing after coltgtion with the specialist team.

All pregnant women who are HIV positive should hmegned for genital infections
including Chlamydia Trachomatis, Neisseria GonoedhoBacterial Vaginosis, Candidal
Infection and Trichomoniasis. Such screening ghdnd routinely offered early in the
pregnancy and again in the third trimester by théMGConsultant who will provide
treatment as appropriate and give advice on theagement of any of these infections.
Screening for Herpes Simplex virus serology shalib be considered - those tested
positive should be offered suppressive prophyléxisierpes infection from 32 weeks of
gestation until delivery. Women should also beesned for Hepatitis C as well as

Hepatitis B.

Women should have antenatal follow-up visits, ih@rg of which may vary according

to clinical need.

Frequency of antenatal GUM visits should be guideg HIV disease status,
complications and the regimen chosen. If womenaagenptomatic, they should be seen
by the GUM consultant at booking and at 22, 29Ww88&ks gestation approximately.

Women who require iron supplements in the secomptlind trimester should be given
iron preparations such as ferrous sulphate rattar tombinations containing both iron

and folate such as Pregaday.
The Consultant Obstetrician should also liaise wite Consultant Neonatologist. An

appointment with the Consultant Neonatologist stidag arranged prior to delivery for

women to discuss child issues, concerns, and gesfithe infant.

11



4.5. Delivery Care

All known HIV positive women should have an indivalised, regularly updated, plan of
care summarising mutually agreed Obstetric/GUM rmaneent for each woman,
including the drug regime and recommended modeeb¥eaty. A copy of this plan of

care should be held by the pregnant woman anddhsuttant neonatologist. It should

also be included in her maternity and GUM notes.

The aim is to reduce to a minimum the risk of motoechild transmission (MTCT) of
HIV. There are some factors which may impact os tisk:

o If a HIV positive woman should have ruptured memiesathe incidence of
MTCT increases by 2% every hour after four hoursupture.

o Instrumental delivery increases the risk of MTCT.

o If there is HIV/HCV co-infection there is greatésk of MTCT.

The Consultant Obstetrician and GUM Consultant kEhbe informed when the woman
is admitted to the Maternity Unit. The consultaebnatologist should also be informed

when the woman is admitted either in labour ordelivery.
All Trusts have a policy on Infection Control prdcees and staff should adhere to their
Trust policy when providing care for HIV positiveomen. Universal Infection Control

measures, properly applied, provide adequate protefor staff.

All Labour Wards should ensure that they are ecedppith appropriate blunt needles,
drapes, gloves, visors, etc. for operative proaesiur

Where possible, the recommended mode of delivenyldhbe performed. All deliveries
of women with known HIV infection should be undésa by senior (experienced) staff

who are made aware of the patient’s condition.

Where possible avoid artificial rupture of the meanes.

12



CTG monitoring should be with an external electrodly. (No Fetal Scalp Electrode)

Fetal scalp blood sampling shouldt be performed.

Antibiotics should be prescribed for all women umgeng C/S or immediately if

Rupture of Membranes during 1st stage of labour

At delivery
Clean the eyes of the baby with saline at deliaéye head.
Clamp the cord as soon as possible to minimiseiskeof maternal fetal micro-
transfusions.
Avoid nasopharyngeal suction. Use gentle oralisnainly.
Towel dry the baby and bath as soon as possible.

Clean the baby’s skin thoroughly before any infasior injections.

Should women in labour or their newborn baby rezmaidovudine then refer to
the attached Protocol for Zidovudine for mother aridnt. Appendix 5)

Advice regarding intravenous zidovudine can be kouny contacting the “24

hour on-call pharmacy service” via the Royal Grofiplospitals switchboard.

4.6. Postpartum care

Inform the on-call neonatal registrar immediatefeadelivery. With the consent of the

mother, the neonatal registrar should:

Take the baby’s bloods according to the Guidelifoesthe Management of the HIV-

exposed Infant.

13



Commence antiretroviral drug treatment as per atdit in the woman’s individualised
plan of care in the format &ppendix 3. If this is unavailable or unclear, advice from
the GUM Consultant should be sought. For the pedpar and dose of the medication,

please refer to the Guidelines for the ManagemetiteoHIV Exposed Infant.

The mother’s HIV positive status alone is not asagafor the baby to receive care in the
Special Care Baby Unit. The baby should, whenpuwssible, stay with mother.

HIV positive women should be strongly advised agiimeastfeeding. It is estimated that

breastfeeding may increase the overall mother-tio-¢HV transmission rate by 14%.

Unplanned admission to Units other than the Royal @up of Hospitals Trust

Women should strongly be advised by the speciaén of the importance of revealing
their HIV status to maternity staff providing caceensure the optimum management of

the pregnancy, labour and delivery.

The aim is to reduce to a minimum the risk of motoechild transmission (MTCT) of

HIV. There are some factors which may impact as tisk:

o If an HIV positive woman should have ruptured meamas the incidence of
MTCT increases by 2% every hour after four hoursupture.

o Instrumental delivery increases the risk of MTCT.

o If there is HIV/HCV co-infection there is greatésk of MTCT.

The contact details of the specialist team arbeafront of these Guidelines.
Communication with the specialist team memberssesrtial. All management of HIV

positive women should be in line with the RegioBaidelines and in consultation with
the specialist team. This includes drug advicenftbe specialist HIV pharmacist.

14



In the event of any unplanned admission the foll@abpecialist team members should
be informed:
0 Obstetrician
GUM consultant
Neonatologist (if in labour or delivered)
Antenatal Screening Coordinator (RJMH)

o O O o

Specialist Nurse Practitioner (GUM clinic)

If threatened pre-term labour women can be givehoosteroids.

Local Units should hold a small supply of Zidovuelito cover an unplanned HIV woman

presenting in labour or requiring delivery.

In the absence of a care plan and unavailability athe specialist team, clinicians should

refer to the following:

TREATMENT

All women presenting in labour/for delivery and Hpésitive should be given
Zidovudine_unlesshe mother has <50HIV RNA copies/ml plasma on HAAR

If the mother is to be delivered by C/S then Ziddine infusion should be commenced 4
hours prior to C/S. See Zidovudine protocdgppendix 5).

Advice regarding intravenous zidovudine can be Bboly contacting the “24 hour on-
call pharmacy service” via the Royal Group of Heassi switchboard.

15



Updated December 2007

GUIDELINES FOR THE
MANAGEMENT OF
THE
HIV EXPOSED
INFANT
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DIRECTORATE OF OBSTETRICS, GYNAECOLOGY AND NEONAT@GY, ROYAL
JUBILEE MATERNITY SERVICE

GUIDELINES FOR THE MANAGEMENT OF THE
HIV-EXPOSED INFANT

Prior consultation must be made with the HIV teatm individual management plan should be
drawn up well in advance of delivery. The mothewdd be given a copy of this to put in her
hand-held notes. It is important to be aware ofent maternal anti-retroviral drug status and
most recent viral load, as these will affect theick of drug(s) to be used in the neonate. Good

communication and team-working are vital.

Reducing the risk of perinatal infection

The mother should have oral antiretroviral theragys intravenous zidovudine if clinically
indicated, to cover the period of labour and deliveThe treatment plan will have been
organised by the HIV specialist.
The baby should be prescribed zidovudine syrupe@sithe mother has been on Stavudine or
there is ZDV resistance — seek specialist advimEginning as soon as possible after birth and
ideally within 4 hours. It should be continued foweeks. The dose of ZDV depends on the
baby’s weight and gestational age (see Sectiorioive
In sick infants or those unable to tolerate oratie give IV Zidovudine.
Other anti-retrovirals may also be indicated depemndn individual circumstances e.g.,
Lamivudine (3TC) or Nevirapine (NVP). Consult H$pecialist for advice.
There are three situations where triple combina®iRT is advisable:
Where the mother is found to be HIV infected orftgadelivery
Unplanned delivery, e.g., prior to starting ARTwdrere maternal HIV details are not
available.

Persistent maternal viraemia on HAART (high vidd)
For ART-naive women the combination of ZDV, 3TC &P is used most frequently. For

non-naive women seek specialist advice.

The baby shouldot be breast-fed or fed mother’'s expressed breakt mil

17



2. General care

The baby should be bathed before leaving laboud Wwaremove any maternal blood.

HIV positive status alone is not a reason for agdmarsto the neonatal unit. The baby should
whenever possible stay with his/her mother.

The maternal records should be checked for docuatientof other infections that might affect
the baby, e.g., hepatitis B and C, syphilis, tublesis, cytomegalovirus, toxoplasmosis,
chlamydia, gonorrhoea, and herpes simplex. Remethatlack of documentation does not
exclude any of these.

If the mother has a diagnosis of herpes simplegt(papresent) then seek HIV specialist advice
regarding treatment for the infant with aciclovir.

Note should be made of any other significant matigsroblems, e.g., substance abuse,
psychosocial factors, need for interpreter services

Staff should adhere to universal precautions agaifection. Consult the most up to date local
policies.

Most HIV-exposed babies are of normal birth weigihtl do not have any abnormal clinical
findings - hepatosplenomegaly, lymphadenopathyrangphaly etc. should prompt a search for
othercauses (e.g., other infections).

Clinical status, growth and development should baitored carefully at the baby clinic (Dr

Tubman’s Tuesday clinic).

3. Laboratory Diagnosis of HIV infection in the baby

Send blood samples to the local virology laboratiyng the specific “Congenital HIV

Transmission Follow Up” form. Do not use a routim®logy request form

Use Category 3 green stickers on all samples andties.

18



The following laboratory evaluation schedule shdugdollowed:

Age Day 2 4 6 3 12 18
Onel weekS | weeks |weeks months | months | months
HIV
tests® | X X X X X
FBC®
X X X X
U+E,
creat., X X X
LFTs?
Notes:

! Do not use cord blood for newborn sample A 5 ml samphaternal whole blood in an
EDTA bottle must also be sent along with the baby’s sampénsure that primers used for
neonatal diagnosis will amplify the maternal virus.

Remember to label all bottles and forms correctly.

2 HIV screening tests: 2 ml whole bloodEDTA bottle Mix gently.

(Plasma is used for HIV1 and HIV2 antibody and HRMA detection. White blood cells from
the cellular fraction are used for HIV DNA PCR teg).

The sample should be sent to Regional Virology latwsies, Kelvin Building, Royal Group
Hospitals. They will then forward to Sexually Tsamtted and Blood Borne Viruses Laboratory,
Health Protection Agency, 61 Colindale Avenue, LamélW9 5HT - Tel. 020 8200 4400 ext.
3204.

3 Initially to monitor anti-retroviral treatment.

Full blood count and platelets, U+E, glucose, ¢ngag, LFT's.

Triglycerides, amylase, lactate or pH may be negdeticularly when newer or
combination therapy is used, or if the baby is symatic whilst on treatment, but not

routinely.

19



CD4" lymphocyte count and percentage, immunoglobulinstiver tests are not indicated
routinely unless PCR is positive or there are snafection.

See below .

Diagnosis

HIV positive antibody testing in an infant agedslésan 18 months indicates maternal infection
but does not diagnose infection in the infant.

If PCR continues to remain negative at 3 montheetigea > 95% chance of being uninfected.
An HIV exposed infant is consideredinfectedvhen there are no physical signs to suggest
infection, immunological tests are normal, virolcgitests of infection are negative, and after 12

months of life two or more HIV antibody tests argative.

NB: Repeat HIV tests immediately to confirm infectibPCR is positive.

If the infant is shown to biefected(2 positive PCR or culture) he/she should be reter
promptly to Dr Sharon Christie or Dr Paul Jackdeayal Belfast Hospital for Sick Children.
In addition, both the mother and child should haxgent resistance testing performed.

Prophylaxis for Pneumocystis carinipneumonia (PCP)

There is no need to give routine PCP prophylaxisaternal viral load is < 50 copies/ml at
delivery. PCP prophylaxis should be prescribemfants born to mothers who received no
intrapartum prophylaxis, e.g. following unexpecpedterm delivery, or other high-risk situation
such as HCV co-infection.

Commence prophylaxis at 4 weeks of life, when egttieviral treatment is stopped.

Treat with co-trimoxazole, once per day oraByjmes per weekon Monday, Wednesday, and
Friday.) See Table below for dose.

Prophylaxis beyond 4-6 months should be givenfiecied infants or those whose infection

status is uncertain. Consult a specialist in @aadiHIV/AIDS.
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5. Immunisations

Consult Department of Health immunisation handbiéak doubt. This can be accessed via the

website:www.dh.gov.uk/immunisations

Give standard immunisations (DTPer, Hib, menindgitjsolio) at usual times.

Commence Hepatitis B immunisation in all at-ristaims (e.g., HBV positive status of carer(s)
or adverse lifestyle of carer(s)), as per stangantbcol. See Section 6 below.

BCG administration isot recommended until the infant has been confirmeabasinfected
with HIV. Tuberculosis screening may be indicateskek specialist advice.

Children with severe immunosuppression shawltihave MMR vaccine.

6. Hepatitis B/C and HIV co-infection

Infants born to HBsAg positive women should receiggve immunisation at birth, 1 month, 2
months and 12 months of life.
Babies born to mothers who are high risk shouldiveddBIG as well as active immunisation,

according to the Table:

Hepatitis B status of mother Baby should receive:
Hepatitis B HBIG
vaccine

Mother is HBsAg positive and HBeAg positivg  Yes Yes

Mother is HBsSAg positive, HBeAg negative | Yes Yes

and anti-HBe negative

Mother is HBsAg positive, where e- Yes Yes

markers have not been determined

Mother had acute Hepatitis B during pregnangy  Yes esY

Mother is HBsAg positive and anti-HBe positiy&'es No

21



HBIG should preferably be given within 24 hoursdefivery and should be ordered well in
advance of the birth. HBIG can be given simultars§pwith vaccine but in a different site.

It is important that premature babies receive tiigpbediatric dose of hepatitis B vaccine on
schedule. For low birth weight babies born to neaghinfected with hepatitis B, HBIG should be
given, in addition to vaccine, to babies with dalbiweight of 15009 or less, regardless of the e
antigen status of the mother.

Infants should be screened at 15-18 months for HB$&\ exclude infection) and HBsAD (to
confirm response to vaccinationyhese must be explicitly requestedbr on the virology
request form (i.e., checking status of an immunlzaaly).

Testing for HCV is recommended for all infants bawrdually infected (HIV/HCV) mothers.
Antibody testing is unreliable until the infantliS-18 months old. Repeat PCR testing for HCV
RNA should be performed during the first year &.li
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Doses of drugs commonly used in infants

Drug Dose regimen Formulation Notes
Zidovudine Orally “Retrovir” suspension,| Side Effects: anaemia,
(ZDV) > 34 weeks gestation: 50 mg/5 ml neutropenia,
4 mg/kg/dose BD or thrombocytopenia,
2 mg/kg/dose QID altered liver function,
pancreatitis, lactic
30-34 weeks gestation: acidosis.
2 mg/kg/dose BD x 2 weekg
then 2 mg/kg/dose TID x 2 Interactions.:
weeks. phenytoin, stavudine
< 30 weeks gestation:
2 mg/kg/dose BD x 4 weekg
Intravenous
> 34 weeks gestation:
1.5 mg/kg/dose QID
< 34 weeks gestation:
1.5 mg/kg/dose BD
Lamivudine 2 mg/kg/dose BD “Epivir” suspension, | Side Effects: anaemia,
(3TC) 10 mg/ml neutropenia,

thrombocytopenia,
altered liver function
Interactions.:
ganciclovir,

Co-trimoxazole
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Nevirapine
(NVP)

If the mother has not taken
NVP:

200mg to mother in labour.
Baby: 2 mg/kg once per day

for 15 week then

D

4 mg/kg once per day for th
2" week.

A4

If the mother has taken NVH
for > 3 days before birth:
4 mg/kg once per day x 2

weeks.

“Viramune” suspensiof Side Effects:

50 mg/5 ml

renal or hepatic

impairment, rash.

Interactions:
cimetidine, macrolides,
rifampicin, protease

inhibitors

Avoid single dose
regime as may

encourage resistance

NB: Stop NVP 2 weeks before stopping other ARTs

Co-trimoxazole

900 mg/miorally OD

In practice
4-8 kg weight:
120 mg once daily

Co-trimoxazole
paediatric suspension
240 mg/5 ml

(= 40 mg trimethoprim
plus 200 mg

Side Effects:
Rash, bone marrow

suppression

Interactions:

Mon, Wed, Fri sulphamethoxazole / § anticonvulsants,
ml lamivudine, digoxin
8-12 kg weight:
240 mg once daily
Mon, Wed, Fri
Hepatitis B 10 mcg “Engerix B”
vaccine 10 mcg in 0.5 ml
Hepatitis B immunoglobulin 200 U
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Appendix 1

FLOW CHART FOR MANAGEMENT OF HIV POSITIVE WOMEN IN PREGNANCY
ROUTINE URGENT
HIV POSTIVE HIV POSITIVE HIV POSITIVE HIV POSITIVE HIV POSITIVE DIAGNOSI
DIAGNOSIS PRE- DIAGNOSIS VIA DIAGNOSIS >22/40 DIAGNOSIS IN KNOWN TO SPECIALIST
CONCEPTION ANTENATAL LABOUR TEAM PRESENTING WITH
SCREENING COMPLICATIONS
\ 4
v CONTACT GUM v
TEAM HIV
GUM COLINSFI | OF ON-CALL GUM CONSULTANT
TEAM < ON-CALL FETAL MEDICINE CONSULTANT
ON-CALL NEONATAL REGISTRAR

ARRANGE APPOINTMENT WITH
OBSTETRIC TEAM (RIMH)

T~

ON-CALL PHARMACIST

INVOLVE SPECIALIST TEAM

AND NEONATAL TEAM

INCLUDING MIDWIFE CO-ORDINATOR

\ 4

/

GUIDELINES

MANAGEMENT AS PER GUM CONSULTANT AND UP TO DATE

DELIVERY MODE A!
AGREED
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Appendix 2

COMMUNICATION, CONSENT, CONFIDENTIALITY,
DISCLOSURE AND DUTIES OF CARE

Much of the guidance and principles of good practicoduced by the General
Medical Council are particularly applicable to tneanagement of a pregnant
woman with HIV infection, where difficulties witmformation sharing and conflict

of interests may arise. These documents are d@liti@ronline athttp://www.gmc-

uk.org/standards/default.htifhose that deserve highlighting are “The duties of

doctor”, “Consent”, “Confidentiality”, “Serious camunicable diseases” and
“Antenatal testing for HIV".

PROTECTING HEALTH CARE PROFESSIONALS

All health care workers should be familiar with gm@ctice in accordance to their
Trust’s Infection Control Policies. Universal lofeon Control measures, properly

applied, provide adequate protection for staff.

Disclosure of HIV status on the grounds of potdnsiecidental/non-intentional
exposure (e.g. needle stick injury) alone is rajesfifiable. In rare exceptions, if
the risk of potential accidental/non-intentionalpegure is high, it should be
considered. Examples of these include:

i. A HIV infected patient is violent and mentatlisordered.

ii. A pregnant HIV infected woman is haemorrhagamgl requires an

emergency caesarean section.

The risk must be justifiable to outweigh the pateprivacy interest.
Disclosure is usually only to the party at risk.

In the event of any accidental/non-intentional esyye, the health care
professional should be encouraged to report imneglido occupational
health as per Trust Policy. Consent for disclosafréghe woman’s HIV
status may be sought, as this information is mesful, but if declined,

should be respected, as it is not essential.



PROTECTING THE POSITIVE WOMAN'S PRIVACY INTEREST

The woman should be encouraged to consent to disgoof her HIV
diagnosis to the health care professionals resplengor her care — the
advantage of effective care delivery should be liggted.

Refusal to allow other health care workers to lbermed should be respected.

PROTECTING THE PATIENT OR SOMEONE ELSE FROM RISK OF
DEATH AND SERIOUS HARM

There is currently no clear guidance on the legagponsibility of the patient
in preventing further transmission of infection. dmen should be made
aware that ongoing, reckless, repeated high riskpegure to an individual
unaware of the risk is potentially a legal issue.

The risk assessment should include consideratigheofirgency of disclosure
if the risk of harm/death to the health care woikemmediate.

Less urgent disclosure may be deferred to allove tior the woman to cope
with her own diagnosis and to be encouraged to givesent.

Consent for disclosure should be sought.

If consent is denied — this should always be docuetkand the woman made
aware that disclosure will follow. Women shouldibformed that following
a risk assessment, the interest in protecting duarthsk of death/harm
outweighs her privacy interest.

Disclosure should only be to the party at risk.

ADOPT GOOD PRACTICE

Always check if consent has been gained from a woioashare her HIV
diagnosis prior to communication with other heatdre workers including
letters, discharge summary and phone calls.

Documentation of HIV diagnosis in clinical recordsto be encouraged —

potential risk of breaching confidentiality shoulse considered if the
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document may be widely accessed, for example, artrep a letter to other
colleagues.

Always explain and encourage the woman to pernit gihgnosis sharing in
the interest of her care. Explain to the womandisadvantages to her health
care by not sharing all the relevant medical infation. Reassure the woman
this information will only be used in her intereand that all health
professionals are bound by the code of confidetytial

It is useful to include in routine consultationdescussion with the woman
about the disclosure of her HIV diagnosis, i.e.pwhows, who does not, who
she wishes and does not wish to inform.

In the event of non-intentional disclosure, theigrdatshould be informed of
this and where possible, an explanation should®Engs to how it happened.
All health care workers are responsible for engurihat they have had
adequate training in safe working practice and H¥areness.

All line managers are responsible for ensuring ades training in safe

working practice and HIV awareness of their staff.
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INDIVIDUALISED PLAN OF CARE INCLUDING
HIV DRUG MANAGEMENT AND MONITORING

Appendix 3

RJMH No: GUM No:

Name: DOB :

Initial HIV assessment

HIV diagnosis Positive preconception < 22/52
22/52-36/52 >36/52

Hep B status (date)

Hep C status (date)

Syphilis status (date)

Baseline CD4 count (date

Baseline Viral load (date)

Maternal proviral DNA

Antiretroviral plan

Patient already on ART Regime

Patient not on ART

Need ART for self indication

Need ART from 22/52 on for MCT risk reduction

Date of initiation of HAART during pregnancy :

Regime
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Date Gestation CD4 VL Recommendation (based on latest VL/CDA4)

Clsection or Intrapartum Discontinue Infant's ART

Await labour Maternal IV mother's ART ZDV only/ Combination
AZT needed? postpartum?

If the latest viral load is not documented, resudty be obtained from Regional Virus Lab at tel: 028

90632662 referencing GUM clinic no, or contactimghgist-on-call at RVH during out-of-hours

Additional Notes
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Appendix 4

-
% & # ()" % r o
) %t "+ $ /0120 3.,
Female Surname/Initial Forename/Initial $. "
Address #. # 4
1.1 Cat2
1.2 Private
1.3 Hospital 56
Ward /7 Clinic

N.B. Itis critical that the laboratory knows whEDTA blood(s) — i.e. lavender top Vaccuette - &iitive at
the laboratory specimen reception. Please phaneiths detection section @ RVH 3225 before sentlieg
blood(s) so that arrangements for its receiptmpddce. For advice out of hours contact the latooy through
switchboard. Please tick either Box 1 or Box 2@wrapriate.

FOR THE WARD/CLINIC
1.« At Delivery - 2 ml EDTA Blood from Child < {BHIC} Do not use Cord Blood.
5 ml EDTA Blood froltother « {BHIM}

2.+ Followup - 2ml EDTA Blood from Child - 4 Weeks » {BHIC}
- 3 Months «
-12 Months
- 18 Monthse

For the Laboratory
1. Leave as whole blood at@ - do NOT separate.
2. Inform virus detection section @ 3225
3. To be sent to HPA Colindale

Specimen type(s) / 7
$7 % $

Ensure that specimens are in a sealed plastic bag

Specimen container lids should be well secured tagvent leakage in transit
This form may be photocopied
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Use of intrapartum zidovudine infusion:

Appendix 5

Zidovudine injection is available as 10mg/ml in 2Gals (200mg/20ml).
It must be diluted before administration with glae®% or sodium chloride 0.9% to a
concentration of 2mg/ml or 4mg/ml. It is adminisig as an intravenous infusion.

For intrapartum use the dose is as follows:

Intravenous infusion

Comments

Loading dose

2mg/kg over one hour

When loading tlasebeen
administered change to
maintenance dose

Maintenance dose

1mg/kg/hour

Continue until umélileord
is clamped

For planned Caesarean Section the infusion shautdarsted 4 hours before delivery.

For patients admitted in labour the infusion shdaddstarted as soon as possible.
For planned vaginal delivery follow instructionsiin consultant obstetrician.

References:

SPC RetroVitOmg/ml IV for Infusion GlaxoSmithKline UK
BHIVA Guidelines for the management of HIV infectitn pregnant women

and the prevention of mott-to-child transmission 31 March 201
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Protocol for Zidovudine for mother and infant

Women being treated with Zidovudine

Continue with oral zidovudine until zidovudine isfan started.
Continue other oral antiretroviral therapy (ART)dbghout delivery *

v v v
Admitted in labour Planned caesarean Planned vaginal delivery
section
A 4 A 4 l
Start zidovudine Start zidovudine infusion 4 hours Start zidovudine infusion
infusion immediately before caesarean section at onset of labour

| |
A
Loading dose infusion: 2 mg/kg/hour for one h0L|Ar

v

Maintenance dose infusion: 1 mg/kg/hour. Continoi umbilical cord is clamped

. l - Refer to Infant
Does infant require triple | veg Guidelines*

therapy? (See individualised
plan Appendix 3)**

A 4

No
\ 4
Yes Does infant No
tolerate oral
medication?
A 4 \ 4 A\ 4 \ 4
Term infant: Premature infant: Term infant: Premature infant:
oral zidovudine oral zidovudine zidovudine IV zidovudine IV
2 mg/kg every 6 1.5 mg/kg every 12 infusion 1.5 mg/kg infusion 1.5 mg/kg
hours OR 4 mg/kg hours for 2 weeks every 6 hours every 8 hours
every 12 hours THEN 2 mg/kg every
8 hours

* Doses of antiretrovirals other than zidovudineshl be given at the correct times during the iidas
**|[f unavailable or unclear contact consultant nexatologis

Fiona O'Neill, Clinical Pharmacist, 02/03/06
Rhona Fair, Clinical Pharmacist, 02/03/06
Review date: February 2008



Appendix 6

PROTOCOL FOR MANAGEMENT OF ANTENATAL SCREENING HIV__ RESULTS.

This protocol sets out the responsibilities anibastrequired of each clinical area involved in the
antenatal HIV screening process.

MATERNITY UNITS

All women should be offered a screening test fov ki early pregnancy or as soon as
possible if booking late or unbooked requiring care
This test should be done by Northern Ireland Bldaghsfusion Service NIBTS (with a
duplicate sample to Regional Virus Laboratory R\8Luagent if booking >20 weeks
gestation).
Maternity Units should receive hard copies of efiults within two weeks of the sample
being taken.
Hard copies of all results should be filed in thewan’s notes and recorded on the
NIMATS/IT system if used.
Maternity Units should employ failsafe systemstiswee all blood test results are accounted
for and missing results followed up and acted oanrappropriate and timely manner.
Informed Consent.
All women offered an antenatal HIV screening s#stuld be informed of:

o0 the reasons for testing,
HIV risk factors
outcomes of a test
possibility of a second test
implications of a positive test result
how their results will be recorded
who will have access to their results

O O O0OO0OO0Oo

Negative Results
Women should be informed of their negative HIV tesult at their next hospital visit.

Positive Results

- RVL should phone the woman’s consultant obstetnité@ad midwife and inform them of the
positive result and request a second blood saroptertfirm identity which should be taken
by GUM at their first consultation with the mother.
The woman’s consultant/lead midwife will liaise WwiGenito Urinary Medicine GUM to
arrange a mutually suitable appointment time totse@voman.
The Northern Ireland Guidelines for the ManagenwéiilV Positive Women should be
followed.
Units with NIMATS/IT systems should enter the résarice a hard copy of it is received
with woman'’s consent.
All hard copies of results from RVL and NIBTS shable filed in the woman’s notes.
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Unconfirmed Results
RVL should phone the Trust Lead Midwife to requeesecond blood sample
RVL should also request second blood sample on liaed copy report which will be issued
to the Maternity Unit. There is no requirementtuis to be taken urgently therefore Units
should manage it in a timely, appropriate way dejpenon gestation of pregnancy.
RVL will follow up with the Unit should the bloochmple not be received by them within the
appropriate time scale.
Woman should be recalled for the second blood saapinstructed by RVL.
Explanation should be given to the woman abouhtireonfirmed reactivity (see below).

This explanation should be based on the commeniged by RVL.The hard copy report will
have a comment explaining the significance of Wesk reactivity and putting it in context. This
can be used as the basis of counselling and réagthe woman.

Women should be informed that occasionally tihegeslight reaction within the HIV test which
in almost all cases does not indicate HIV infectior requires the blood to be retested using a
second sample.

Action for the midwife:

1. Arrange to take the blood sample early in the dag (NOTE below).

2. Explain to the woman it is routine policy and tBhe is not expected to be positive.

3. Document consent/decline to a further HIV test erfiorm RVL if second test is declined.

4. Ensure the form and bottle is filled in properhthvcontact details of the midwife (including
extension no. for RVL to phone through result).

Ensure there is priority follow up for early repog of result.

An appointment can be made for the woman to rexdtier consultant’s next antenatal clinic, to
receive her results.

File the hard copy of the RVL non-confirmed resaftort in the woman’s notes.

Manage the second results, if taken, depending®néegative or positive outcome. If positive
then follow Positive Results above, if negativentias per NOTE below.

28
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NOTE

If the blood sample is sent to Virology early ir tttay a result should be available the same day.
Women can be phoned with a NEGATIVE result wheringad. DO NOT inform the woman that
she will be contacted by phone to hear her resuli@k of phoning (for whatever reason) may lead
her to believe it is positive. NO positive resslibuld ever be given out by phone.

RECORDING OF DATA ON IT SYSTEMS

Staff should be aware of their duty to maintainfaentiality in accordance with Trust policies and
the Data Protection Act 1998, when handling alutes and recording them on IT systems.
Professional advice regarding confidentiality, utthg computer held records can be found on the
Nursing Midwifery Council web siteeww.nmc.com; General Medical Council websievw.gmc-
uk.org and in The Data Protection Act 1998 — Legal Guidandeund at
www.informationcommissioner.gov.uk
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NORTHERN IRELAND BLOOD TRANSFUSION SERVICE

Sample is logged onto system when received and@etgsting.

Negative Result
Negative result should be issued routinely on mextking day to the Maternity Unit as per
request form.
Negative results should be recorded on the NIBTEnK for Maternity Units to access.

Reactive Result
- NIBTS should forward the sample to RVL for confinoiy testing.

NIBTS should inform the duty virologist by emaibtha sample is being forwarded.

NIBTS should send patient information details toLRV

Await confirmed sample result from RVL.

On receipt of confirmed result NIBTS should sentiftard copy of result
o If confirmed negative follow normal procedure
o If confirmed positive send copy to woman'’s consulltabstetrician and to nominated

lead midwife.

NB In the case of a positive result NIBTS will ro# entering the result onto the IT system for Units
to access.
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REGIONAL VIROLOGY LABORATORIES

Introduction

All antenatal HIV samples screened reactive by NBBAIll be referred to RVL and tested there by
two 4" generation HIV combi-assays (detects both antitaotyHIV p24 antigen). Details in the
form of a unique NIBTS identifying number will be:

E-mailed in advance from NIBTS to the RVL duty Vagist(s).
Logged on to a dedicated Record File in RVL foreaatal screening bloods.
Tested by 2 HIV combi-assays.
Reported by
o hardcopy to the respective antenatal clinic
0 by weekly e-mail to NIBTS of updated Record File.

Laboratory protocol
There will be 3 outcome pathways for this testing all results will go through the duty virologist
authorisation queue.

(1) HIV negative in both Combi-assays
A negative report will be sent to both the clinf@daNIBTS. A computer hard copy will be
sent to the clinic with an explanatory comntamid the updated Record File will be e-mailed
to inform NIBTS of concluded test status.

(2) Confirmed HIV specific HIV reactivity
Where both combi-assays are positive an additiBh#A test and immune-blot assay
(Immunocomb) will be performed.

- If HIV reactivity is confirmed then the duty virajgst will phone relevant Maternity Unit to
contact woman'’s obstetric consultant and nominkgad midwife to inform of result and
request a second sample.

A hard copy with an explanatory commewill be issued to the Maternity Unit requesting a
second sample for (a) repeat test (b) HIV loadr(a)ernal proviral DNA (d) mutational
analysis. This will require 3 EDTA 6 ml blood spaeins.

An updated Record File will inform NIBTS of curreesst status.

The duty virologist will inform GUM clinician of aafirmed reactive and pass on patient
details for liaison with Maternity Unit.

Second blood sample from woman to be received wRhiveeks and tested.

Hard copies will be issued to the Maternity UnitladiBTS and an updated Record File will
inform NIBTS of concluded test status.

Maternity Unit to be followed up if second bloodrgale not received within 2 weeks.
Update lab computer once result is confirmed.

(3) Non-confirmed HIV reactivity
If HIV reactivity does not confirm i.e. remains wareactive in one or more screening
tests but negative in additional ELISA and imminhat-assays (Immunocomb), the duty
virologist will phone nominated lead in Maternityitto explain result and request second
sample.

39



A hard copy will be issued to the Maternity Unithvan explanatory commérexplaining
the significance of the non-confirmed reactivitydaequesting a second specimen within a
specified time scale.

An updated Record File will inform NIBTS of curreesst status.

The second sample will be tested and if the HI\¢tigdy has not developed or has
diminished, a hard copy will be issued to the MaitgrUnit with a negative result and an
updated Record File will inform NIBTS of concludegt status.

In the unlikely event of an increase in HIV reaittivindicating a seroconversion event,
pathway (2) will be followed.

Maternity Unit to be followed up if second samptg received within the specified
timescale of 2 weeks.

! No specific antibody detected.

2 Results indicate infection with Human Immunodefiaiy Virus. This reactivity needs to be
confirmed by testing a”isample from this patient. Please send 3 EDTA blodd samples which
will undergo: (a) repeat HIV antibody test (b) Hidad (c) maternal proviral DNA (d) HIV
mutational analysis.

3Screening HIV reactivity not confirmed. The uncomfed reactivity is most likely NON-
SPECIFIC in nature and of no clinical significandtis is a common finding. However in keeping
with our test protocols we recommend that a sesamaple should be tested in 2-3 weeks time or
later. A similar result or the absence of reacgtiait that time would be regarded as a negativdtresu
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