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1. Introduction

Sexually transmitted infections are one of the commonest communicable diseases found in
the world today. STI are mainly transmitted through unprotected sexual exposures.
Transmission can occur through blood and body fluids as well as through mother to child
transmission. Syphilis and HIV are important STIs which cause increased mortality and
morbidity in children due to mother to child transmission.

1.1. Global and Regional situation of HIV and syphilis in pregnancy

Syphilis is a sexually transmitted infection caused by the bacterium Treponema pallidum. It
is estimated that globally about 12 million cases of syphilis occur annually and of them about
2 million are pregnant women.

In 2012, WHO estimated that over goo ooo pregnant women were infected with syphilis.
These maternal infections resulted in more than 350 ooo estimated adverse pregnancy
outcomes, over 200 000 of which were stillbirths or neonatal deaths (4). There is limited
information on the prevalence of syphilis among pregnant women in Asian countries,
although studies from China and India in the 1990s found rates of between less than 1% and
5%.

The human immunodeficiency virus pandemic has caused serious social health and
developmental challenges to many countries in the world. There are estimated 36.9 million
of people living with HIV by end of 2017 and out of which 1.8 million were children <15 years
of age. Nearly all HIV infections among children are acquired from infected mothers during
pregnancy, delivery or while breast feeding. An estimated 5.2 million people living with HIV
are in the Asia Pacific region and among pregnant women with HIV only 53% has access to
ART services.

1.2. How EMTCT of syphilis and HIV contributes to achieving Sustainable

Development Goals

Dual elimination serves to improve a broad range of maternal and child health (MCH)
services and outcomes. This achievement directly contributes to Sustainable Development
Goals (SDGs) 3, 5 and 10 which aspire to ensure health and well-being for all, achieve gender
equality and empower women and girls, and reduce inequalities in access to services and
commodities. Additionally, the similarity of the control interventions necessary to prevent
transmission of HIV and syphilis in pregnancy adds to the feasibility and benefit of such an
integrated approach to the elimination of MTCT (EMTCT) of both infections.
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1.3. Situation of syphilis and HIV in Sri Lanka

Sri Lanka is having a low prevalence HIV epidemic with HIV seroprevalence rate of <0.1%
among general population. The estimated number of persons living with HIV in 2017 is 3500
(3000 - 4200). In the year 2017, 285 adult new infections have been identified including 62
females with HIV infection. Majority of these females are in the reproductive age group
(82%), increasing the risk of transmission from mother to child. Eighty four paediatric HIV
infections have been detected by 2017. Though the numbers are small, it is obvious that the
numbers are increasing gradually over the years.

Figure 1: Reported number of HIV cases, 1987 - 2017
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Table 1: Age and Sex distribution of cumulative HIV Cases

Age Male Female Total %
<15 50 34 84 3%
15-24 155 74 229 8%
25-49 1422 729 2151 76%
50 + 210 111 321 11%
Total 1837 948 2785 98%
Unknown 26 31 57 2%
Total 1863 979 2842 100%

Seroprevalence of syphilis among ANC population remains at <0.1% for last two decades.
Since early 1980s the annual number of new diagnosis of infectious Syphilis cases has
decreased markedly. The rate per 100,000 has shown a decline which has continued without
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much change over the years till 2008. Since then a gradual increase in the infectious syphilis
was noticed mainly among males up to 2013. However, there is a marked drop of number of
infectious syphilis cases since 2013 and this has continued till 2017.

Figure 2: Reported early (infectious) syphilis cases, 2009- 2017
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2. Mother to child transmission of HIV and congenital
syphilis

2.1. MTCT of HIV

HIV among children is a growing problem. Majority of infected children acquire the
infection through mother to child transmission. In the absence of any intervention, rates of
mother-to child transmission of HIV remains high in developing country settings.

Mother to child transmission occurs when a HIV positive mother passes the virus to her
child during pregnancy, labour, delivery or breast feeding (Figure 3). Each year around 1.5
million women living with HIV become pregnant and without ARV drugs, there is a 30-45%
chance of child getting infected. The risk of HIV transmission can be reduced with provision
of comprehensive PMTCT services for women living with HIV.

Nearly all HIV infections due to mother to child transmission can be prevented by wide
implementation of evidence based interventions built around primary prevention, use of
antiretroviral drugs, safe delivery practices and safe infant feeding practices.

However, according to the latest global estimates, only 21% women in middle and low
income countries were tested as part of antenatal care and only 33% of HIV positive
pregnant women received the necessary treatment. Low testing coverage in ANC settings is
a concern as services cannot be provided without identifying pregnant women with HIV.

Figure 3. Risk of Mother to Child Transmission of HIV

Number at risk 100
Time of exposure | <14 weeks | 99 | 1436 95 | 36weeks | 83 | pelivery | 75 | Breast- 5
L  weeks »| through . ——p| feeding p| uninfected
labour
Number infected |—> 1 |—> 4 \—D 12 \—D 8 \—) 16 —P
41
infected

Transmission (%)
during each time period 2% 10% 29% 20% 39%

Estimation of timing of mother-to-child HIV-1 transmission in a population that practices prolonged breastfeeding of 18-24 months.
Estimates are based on a hypothetical cohort of 100 children born to HIV infected women without any interventions. Upper line indicate number
of children at risk for infection.

Source- Athena PK-et al. Mother to child transmission of HIV-1. Timing and implications for prevention. Lancet
infectious diseases. 2006; 6 726-32

Page 4



2.2. MTCT of syphilis

Syphilis, another sexually transmitted infection (STI) also remains a global problem with an
estimated two million pregnant women getting infected each year. In Asia-Pacific region,
approximately 69% of pregnant women with syphilis experience adverse pregnancy
outcomes such as stillbirths, neonatal deaths and newborn infections. Effective and
inexpensive interventions exist to prevent these outcomes.

If a pregnant woman has untreated syphilis infection, the infection can be transmitted to
the foetus causing adverse pregnancy outcomes including congenital syphilis. Adverse
pregnancy outcomes may occur in up to 80% of pregnant women with untreated early
syphilis including still birth, perinatal death and neonatal infection (Table 2). The adverse
pregnancy outcomes due to syphilis too can be prevented by providing services during
pregnancy with early detection and provision of adequate treatment.

Table 2 - Adverse pregnancy outcomes in syphilis

Outcome Hartman* Ingraham Hira et al Global burden
of STI*
Still birth or miscarriage 17% 22% 22% 20%
Perinatal death 23% 12% No data 15%
Infected infant 21% 33% 2% 20%
Prematurity / LBW No data No data 33% 20%
Any adverse outcome 61% 67% 57% 75%

Source - Global elimination of congenital syphilis, WHO

Several countries in the Asia-pacific region have considered a combined approach to
prevent mother to child transmission of HIV and syphilis.

The rationale for the elimination of MTCT of HIV and syphilis is that dual elimination will
help to improve a broad range of maternal and child health outcomes.
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3. Comprehensive approach to prevent mother to child
transmission of syphilis and HIV

3.1. UN comprehensive approach to prevent MTCT of HIV

Prevention of MTCT of HIV has been an important component of HIV prevention since
1998. Low cost strategies have been used effectively to reduce MTCT of HIV in many
countries. According to the data published recently, significant progress has been made in
delivering PMTCT services in concentrated and low level epidemic settings. In many
developed countries paediatric HIV and Congenital syphilis has been virtually eliminated.

Countries can achieve dramatic reduction in new paediatric HIV infections through a
comprehensive approach to prevention and treatment. The approach has four key prongs:

Prong1: Primary prevention of HIV among women of childbearing age

Prong 2: Prevention of unintended pregnancies among women living with HIV

Prong 3: Prevention of HIV transmission from a woman living with HIV to her
infant.

Prong 4: Provision of appropriate treatment, care and support to women living
with HIV and their children and families.

Each prong plays a key role in preventing new paediatric HIV infections, improving
maternal and child health and survival in the context of HIV. Indeed, recent analyses have
demonstrated the need for action and progress in all four prongs in order to achieve
dramatic and sustained reductions in new paediatric HIV infections.

3.2. WHO global strategy for the Elimination of Congenital syphilis (ECS)

In 2007 WHO outlined a similar comprehensive strategy for the global ECS. The goal of the
initiative is to prevent transmission of syphilis from mother to child through strengthened
antenatal care (ANC) systems. The strategy consists of promoting four pillars.

1. Ensure advocacy and sustained political commitment

2. Increase access to, and quality of, maternal and newborn health services

3. Screen and treat pregnant woman and partners for syphilis

4. Establish surveillance, monitoring and evaluation systems
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3.3. National HIV policy

National HIV policy covers the areas such as testing, counselling, care and treatment
services and prevention of HIV and STI.

National HIV AIDS policy of Sri Lanka clearly states that prevention of mother to child
transmission of HIV should cover the four prongs identified by UNAIDS. Prevention of
infection among men and women in the reproductive age and promoting voluntary
counseling and testing for HIV in this age group is the primary strategy. Prevention of
unplanned pregnancies among HIV infected women, provision of antiretroviral therapy,
safer delivery practices and safer feeding practices will also be provided as per standard
guidelines.

The Government of Sri Lanka promotes voluntary confidential counseling and testing,
recognizing that mandatory testing would drive those at high risk of HIV infection beyond
reach and prevent their access to public health preventive activities and other health
services. Testing will be carried out according to accepted international guidelines. The
screening of donated blood, donors of tissue and organs will be according to the
recommendations of national policies. Testing for research and surveillance purposes will
be according to current international guidelines.

Counseling is recognized as an integral part of all programs related to HIV/AIDS
prevention, care and treatment. It is important that these services are provided by persons
who are adequately trained in HIV/AIDS counseling.

The Government of Sri Lanka accepts the rights of those living with HIV/AIDS to have
access to treatment without stigma and discrimination. Persons living with HIV/AIDS
requiring antiretroviral treatment and management of opportunistic infections will be
provided by the state sector in line with national guidelines and prevailing National health

policy.

Prevention and management of sexually transmitted infections are considered a priority in
the control of HIV transmission. In this regard the services for STI prevention and care will
be further strengthened and sustained. Screening for syphilis among all ante-natal mothers
should be ensured. Preventive, educational, and clinical services will be provided to those
believed to be at high risk, including sex workers, men having sex with men and injecting
drug users.

The Government of Sri Lanka will ensure that the human rights of people living with
HIV/AIDS are promoted, protected and respected and measures taken to eliminate
discrimination and combat stigma which will provide an enabling environment to seek
relevant services. These include the rights of everyone to life, liberty and security of person,
freedom from inhuman or degrading treatment or punishment, equality before law, absence
of discrimination, freedom from arbitrary interference with privacy or family life, freedom
of movement, the right to work (rights of the people living with HIV in the work places)
and to a standard of living adequate for health and wellbeing including housing, food and
clothing, the right to the highest attainable standard of physical and mental health, the right
to education, the right to information which includes the right to knowledge about
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HIV/AIDS/STI related issues and safer sexual practices, the right to capacity building of the
individual in dealing with this condition, the right to participate in the cultural life of the
community and to share in scientific advancement and it’s safety in health care settings.
However, steps shall be taken to prevent persons from willfully and knowingly infecting
HIV to other persons. The responsibility and behavior of the media as stated in Article 28
of the constitution of Sri Lanka which casts a duty to respect the rights of others on
reporting on matters related to HIV/AIDS are emphasized.

3.4. Instructions to MCH service providers

The General Circular No: 01/59 - 2016 released by ministry of Health in 2016 highlights the
important aspects to be considered in service provision by MCH service providers for
elimination of mother to child transmission of HIV and syphilis as given below.

It is necessary to take measures to scale up services for antenatal screening of Syphilis and
HIV in your institution as per the guidelines given below.

Public sector

* Pregnant mothers are to be screened before 12 weeks of gestation for Syphilis and
HIV (preferably at the first visit).

* Antenatal clinic services ( MOH clinics and Hospital ANC clinics) have to arrange
collection of 5cc of blood in a vacutainer tube and transport to the STD clinic for
Syphilis and HIV testing. The method of sample transport need to be locally
adopted, after discussions with RDHS, MOMCH, MO/STD and MOHs.

* Review syphilis and HIV test results at subsequent visits. Syphilis and HIV test
reports need to be entered in the antenatal record appropriately.

» STD clinics have to carry out Syphilis and HIV screening tests on the blood samples
received from ANC clinics and send reports to the relevant officers.

* The information on reactive VDRL reports and HIV positive reports need to be
informed to the MO, MOH or VOG and measures should be taken to strictly
maintain the confidentiality of the information.

» All the pregnant women with positive screening test need to be referred to STD
clinic for further management.

« If a pregnant woman was not tested during pregnancy, syphilis and HIV screening
should be offered at the time of delivery before being discharged from the ward.

* All pregnant women with Syphilis or HIV should be provided appropriate services
including institutional care, without stigma or discrimination.

*  EMTCT of syphilis and HIV programme need to be reviewed at the district level
every six months with the participation of staff of the STD clinic, MOHs, MOMCH,
VOG and RDHS.

*  Women reporting abortions, still births, adverse pregnancy outcomes may need to
undergo VDRL and HIV tests if not done in early pregnancy.
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Private sector

* Pregnant mothers are to be screened before 12 weeks of gestation for Syphilis and
HIV (preferably at the first visit).

* Syphilis and HIV tests need to be done from recognized laboratories maintaining
quality standards.

* Syphilis and HIV test details need to be entered in the antenatal record
appropriately.

*  Women with positive syphilis or HIV test results should be managed according to
the national guidelines by referring to venereologist/ STD clinic.

» All pregnant women with Syphilis or HIV should be provided appropriate services
including institutional care, without stigma or discrimination.

» Data on pregnant women with syphilis or HIV should be informed to the NSACP in
relevant formats.

National HIV policy of Sri Lanka states that “The government of Sri Lanka accepts the right
of those living with HIV/AIDS to have access to treatment without stigma and
discrimination. Persons living with HIV/AIDS requiring antiretroviral treatment and
management of opportunistic infections will be provided by the state sector in line with the
national guidelines and prevailing National Health policy.” (3.8 page 22)

Further, the judgement given on SC.FR.N0.77/2016 on 14.03.2016 states “The court also
wishes to place on record that the state should ensure that the human rights of the people
living with HIV/AIDS are promoted, protected and respected and measures to be taken to
eliminate discrimination against them.”(Page 4)
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Figure 4. Testing strategy for HIV diagnosis in adults
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4, Elimination of MTCT of HIV programme in Sri Lanka

The elimination of mother to child transmission of HIV is considered a realistic public
health goal. Timely administration of antiretroviral treatment to HIV positive pregnant
mothers significantly reduces the risk of HIV transmission to the baby. In the absence of
intervention the transmission rate is 25-45%.

In Sri Lanka measures to prevent mother to child transmission of HIV were initiated in early
2002 with the introduction of ART for PMTCT. Strategies and guidelines have been
developed and regularly updated to introduce effective interventions to prevent MTCT of
HIV. However, these services can be made available to women, only if they are tested and
identified as having HIV.

WHO recommends provider initiated testing and counseling (PITC) for HIV in pregnant
mothers in low prevalent countries. Until the year 2012 the screening services to detect HIV
among pregnant women in Sri Lanka was limited to few centers with coverage of 5.6%.

Figure 5. Reported paediatric HIV cases (age 0-14 years) 2003-2017
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In the year 2013, out of total diagnosed PLHIV 5% were children. While most of PLHIV
diagnosed in 2013 contracted infection due to unprotected sexual exposures, mother to child
transmission was the second important mode of transmission. Though Sri Lanka is a
country with low prevalence of HIV infection these statistics indicate the importance of
preventing mother to child transmission of HIV.
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Figure.6 Mode of transmission of HIV Cases reported up to end of 2017 (N=2841)
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Scaling up the diagnostic services for preventing mother to child transmission of HIV is
given priority by the ministry of health Sri Lanka. In 2013 a policy decision was taken to
introduce universal screening for HIV among pregnant women.
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4.1. Management of pregnant women with HIV

When screening test becomes reactive, Consultant/MO of the STD clinic will inform the
relevant officers of the ANC clinic requesting to refer the pregnant mother to the STD clinic
for further testing. All screening positive mothers will be counselled, and confirmatory tests
will be arranged at the STD clinic.

When women are identified with HIV during pregnancy, EMTCT services are offered
according to the guidelines on Management of HIV infected pregnant women.
Antiretroviral therapy for prevention of mother to child transmission is started from 14
weeks or if identified later, as early as possible according to the current guidelines. Patients
are managed in coordination with the consultant obstetrician and pediatrician. Babies are
given ART from birth to 6 weeks and mothers are counseled on appropriate feeding
practices.

Providing ART to all pregnant and breast-feeding women living with HIV serves three
synergistic purposes.

1. Improving mother’s health
2. Preventing mother to child transmission of HIV
3. Preventing transmission of HIV from mother to sexual partner

ART should be initiated in all pregnant and breastfeeding women living with HIV regardless
of WHO clinical stage and at any CD4 cell count and should be continued lifelong. ART
should be initiated as early as 14 weeks of gestation or as soon as possible thereafter during
pregnancy. However, even if they are identified late in pregnancy or postpartum, ART
should be initiated immediately as it is the most effective way to prevent mother-to-child
HIV transmission.

Option B+ is considered to be of the greatest benefit in which initiating ART in all pregnant
and breastfeeding women with three drugs and continuing ART lifetime, would reduce HIV
viral load and prevent HIV transmission in both current and future pregnancies.

First-line ART for adults should consist of two nucleoside reverse-transcriptase inhibitors
(NRTIs) plus a non-nucleoside reverse-transcriptase inhibitor (NNRTI). TDF + FTC (or 3TC)
+ EFV as a fixed-dose combination is recommended as the preferred option to initiate ART
in pregnant women.
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Figure 7. Protocol to inform HIV test results and management of pregnant women with HIV
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*In the event of a screening test positive mother with a late pregnancy or in areas of difficult
accessibility to health care the initial sample can be sent to NRL for further HIV testing thereby
preventing the delay in providing EMTCT services.
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4.2. Management of infant exposed to HIV

Infant post-exposure prophylaxis (PEP)

Neonatal PEP should be commenced soon after birth, certainly within 4 hours.

Infants receiving replacement feeding should be given 4-6 weeks of infant prophylaxis

with daily NVP (or twice-daily AZT).

Infants born to mothers with HIV who are at high risk* of acquiring HIV should receive
dual prophylaxis with AZT (twice daily) and NVP (once daily) for the first 6 weeks of

life, whether they are breastfed or formula fed.

Breastfed infants who are at high risk* of acquiring HIV, including those first identified
as exposed to HIV during the postpartum period, should continue infant PEP for an
additional 6 weeks (total of 12 weeks of infant prophylaxis) using either AZT (twice

daily) and NVP (once daily) or NVP alone.

Infants of mothers who are receiving ART and are breastfeeding should receive 6 weeks

of infant prophylaxis with daily NVP.
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4.3. HIV diagnosis in infants and children

4.3.1. Exclusively non-breastfed infants

Molecular diagnostics (HIV RNA and HIV DNA nucleic acid tests) for HIV infection should
be performed on the following occasions:

* At Birth (During the first 48 hours)

« At 8 weeks of age (2 weeks post cessation of infant prophylaxis)
* At 4 - 6 months of age (This test is mainly for exclusion of HIV)
*  On other occasions if there is an additional risk

HIV antibody testing for sero-reversion should be performed at age 9 and 18 months to
exclude HIV infection. (If HIV antibody test is negative, the test should be repeated
immediately with a separate blood sample to confirm HIV negative status).

Children with perinatal HIV exposure aged 18-24 months may have residual maternal HIV
antibodies. In such case, confirmation should be based on nucleic acid test.

Definitive exclusion of HIV infection in non-breastfed infants, is based on 2 or more
negative virological tests, with one obtained at age =1 month and one at age =4 months, or
2 negative HIV antibody tests from separate specimens obtained at age =6 months.

Some experts confirm the absence of HIV infection at 12 to 18 months of age in children
with prior negative virological tests by performing an antibody test to document loss of
maternal HIV antibodies.

Health care providers should routinely inquire about abstinence of breastfeeding and
emphasise HIV-infected mothers/caregivers on safer feeding options.

4.3.2. Breastfed infants

Additional monthly testing of infant is recommended.
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Figure 8. Algorithm for infant diagnosis of HIV
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5. Elimination of congenital syphilis programme in Sri
Lanka

The ministry of health of Sri Lanka has clearly identified antenatal screening for syphilis as
a major component of antenatal care services and syphilis screening services for pregnant
mothers have been offered since early 1950s.

Maternal and child health delivery system in Sri Lanka is considered to be one of the best
in the South East Asian region. When the anti VD campaign was formally established in
1952 screening of pregnant mothers for syphilis was identified as one of the specific
objectives of the campaign. Based on the success of the prevention of MTCT of syphilis
programme, in 2009 the programme was revived as Elimination of congenital syphilis (ECS)
programme. “Elimination of congenital syphilis strategy” was published based on the global
strategy to facilitate this programme. By end 2017 countrywide syphilis testing coverage was
98%.

In the year 2013 both ECS programme and PMTCT of HIV programmes were combined to a
single programme under the name “Elimination of MTCT of HIV and syphilis programme”.
The links between MCH services and STD services have been strengthened over the years
which facilitates smooth functioning of the programme.

At the central level, Family Health Bureau, the major institution responsible for maternal
and child health works closely with the National STD AIDS Control Programme and
emphasizes the importance of prevention of mother to child transmission of syphilis and
HIV. The primary health care team which provides MCH services link with the district STD
clinic through the district team which consist of district authorities, including medical
officer of maternal and child health. At the grass root level medical officer of health works
closely with the area STD clinic to provide EMTCT of syphilis and HIV services to the
community.

Smooth functioning of the programme depends on the involvement of several stakeholders.
While MCH staff is responsible for collecting blood samples from pregnant mothers and
delivering samples to the laboratories, STD clinic provides testing facilities and
management of mothers with syphilis. The links between these units are maintained
through regular reviews and in-service training. Continuing advocacy among key players
including authorities is also an essential component in the programme.

5.1. Management of pregnant woman with syphilis

Public health team provides antenatal care services in the community which includes
awareness on STI and HIV and collection of blood for VDRL and HIV testing. All pregnant
women should be screened for syphilis at the first antenatal visit preferably before 12 weeks
of gestation to prevent congenital syphilis.
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When the pregnant woman gets registered for antenatal care services in the community
clinic of MOH, VDRL testing is offered as a routine screening test. Blood samples are
collected and transported to the closest STD clinic laboratory. The STD clinic provides
VDRL testing services for pregnant mothers. All VDRL positive samples are subjected to
confirmatory testing using treponemal tests such as TPPA or TPHA.

Women with positive treponemal tests are referred to STD clinics for comprehensive
management. Pregnant women with syphilis are given appropriate treatment with
penicillin injections. The objective is to complete treatment in early pregnancy, latest by 24
weeks of POA. After completion of treatment mother is followed up regularly till delivery
and partner treatment is also completed during this period to prevent re-infection. The
obstetrician responsible for delivery is informed regarding the management of the mother.
Irrespective of mothers treatment all babies born to mothers with syphilis are given a single
dose of Benzathine penicillin for prophylaxis. If congenital syphilis cannot be excluded
babies are managed under the care of a paediatrician and given daily injections of Benzyl
penicillin for 10 days.

Review syphilis test results at subsequent visits and at the time of delivery. If the woman
was not tested during pregnancy, syphilis screening should be offered after delivery.

All identified pregnant women with positive non treponemal tests (VDRL/RPR) should be
tested further using confirmatory treponemal test (TPPA) to confirm the presence of
treponemal infection.

When treponemal test (TPPA) becomes positive the reports will be informed by the
Consultant/MO of the STD clinic to the relevant officers of the ANC clinic, requesting to
refer the pregnant mother to STD clinic as early as possible for further management.

MOH will organize to trace the mother with the assistance of the staff while maintaining
confidentiality. Mother will be appropriately counseled and reassured by the MOH before
referring to STD clinic. MCH staff should ensure that the pregnant woman attended the
STD clinic without delay. Date of referral should be documented in the ANC record relevant
cage, “If (R) date of referral”.

If the treponemal test is positive the pregnant woman should be treated with penicillin
injections according to the stage of infection.

Biological False Positive (BFP) reaction

When the VDRL test is positive and the treponemal test is negative it is known as a
“biological false positive (BFP) reaction”.

BFP reactions for VDRL are common in pregnancy. The titre of the nonspecific test is usually
low, rarely more than 1:8.
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Figure 9: Protocol to inform VDRL test results of ANC mothers in peripheral setting
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Figure 10: Testing Strategy of Syphilis for Antenatal mothers
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5.2. Treatment of the pregnant women

Penicillin is the only known effective anti-microbial, for preventing maternal transmission
to the foetus and treating foetal syphilis infection.

5.2.1. Treatment for early* syphilis in pregnancy

(*Primary, secondary and early latent syphilis)

Benzathine penicillin 2.4 million units intramuscularly as a single dose, after having
excluded allergy to penicillin. (A second dose of benzathine penicillin may be considered 1
week after the first dose).

However, when maternal treatment is initiated in the third trimester, a second dose of
benzathine penicillin should be given 1 week after the first.

5.2.2. Treatment for Late latent syphilis or latent syphilis of unknown
duration in pregnancy

Benzathine penicillin 2.4 MU intramuscularly, weekly 3 doses. (Days 1, 8 and 15)

Pregnant women who miss any dose must repeat the full course of therapy.

5.2.3. Penicillin Allergy

No proven alternatives to penicillin are available for treatment of syphilis during pregnancy.
It is recommended desensitization is the best option if it is feasible. There is no proven data
for use of ceftriaxone.

Alternatively, Erythromycin can be used when penicillin is contraindicated. Recommended
dose is Erythromycin 500mg 6 hourly/PO for 14 days in early syphilis and for 28 days in late
syphilis. (In pregnancy doxycycline is contraindicated).

If the mother was treated with non-penicillin treatment, the baby should be treated as
having congenital syphilis. The pregnant woman should be managed in coordination with
the MCH care services and/or obstetrician in a tertiary care unit.

5.2.4. Pregnant mothers with syphilis and HIV infection

Evidence suggests that treatment and follow-up for syphilis in pregnant women who are
HIV positive should be similar to that is given to HIV negative pregnant women
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5.3. Follow up

Serological (VDRL) follow-up should be done monthly during pregnancy and thereafter
according to national guideline.

A sustained fourfold or greater increase in the VDRL titre suggests re-infection or treatment
failure and need re-treatment.

Specific treponemal tests may remain positive for life following effective treatment.
Therefore, proper documentation is important to prevent unnecessary retreatment.

All pregnant women with Syphilis should be provided appropriate services
including institutional care without stigma or discrimination.

5.4. Treatment of the baby

If the mother had been adequately treated before 36 weeks of POA the risk of MTCT is low.
However, irrespective of mothers treatment all babies born to mothers with positive
treponemal tests are given prophylactic penicillin. Baby is given one dose of Benzathine
penicillin 50,000IU/Kg/ BW as prophylactic treatment.

If congenital syphilis could not be excluded, or if the woman has not completed treatment
before 36 weeks of POA, baby need to be treated with Crystalline penicillin injections for 10
days.

Crystalline penicillin 50,000IU/KG/day bd for 7 days and 8 hourly for further 3 days to
complete the 10 day period. (Further details - Please refer guidelines for the management of
maternal syphilis and congenital syphilis)

Table 3. Antenatal syphilis screening done at NSACP - 2012-2017 and number of pregnant

women with positive TPHA

Year No. tested No. positive Prevalence %

2012 ' 204947 45 0.02%
2013 230882 98 0.04%
2014 289190 115 0.04%
2015 329184 87 0.03%
2016 341952 80 0.02%
2017 333102 43 0.01%

*Source -SIM unit, NSACP
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Global surveillance case definition for congenital syphilis

The global surveillance case definition for congenital syphilis is given below

1. a live birth or fetal death at >20 weeks of gestation or >500 g (including
stillbirth) born to a woman with positive syphilis serology and without
adequate syphilis treatment*

* Adequate maternal treatment is defined as at least one injection of 2.4 million units
of intramuscular benzathine benzylpenicillin at least 30 days prior to delivery.2,3

OR

2. a live birth, stillbirth or child aged <2 years born to a woman with positive
syphilis serology or with unknown serostatus, and with laboratory and/or
radiographic and/or clinical evidence of syphilis infection (regardless of the

timing or adequacy of maternal treatment).

Figure 11. Congenital syphilis cases reported to NSACP - 2012-2017
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*Source SIM unit, NSACP

In Sri Lanka the rate of CS is around 1 per 100,000 live births which is much
lower than the target for ECS (50 per 100,000 births).
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Milestones of prevention of mother to child transmission of syphilis and HIV in Sri
Lanka

e Prevention of MTCT of syphilis - 1952
e Prevention of MTCT of HIV - 2002
e Elimination of congenital syphilis - 2009

e Elimination of MTCT of HIV - 2013
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Figure 12. Organization of RMNCAYH Programme at Different Levels of Health System
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Figure 13. NSACP Organogram
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6. Stakeholders in EMTCT of syphilis and HIV programme

Under the ministry of health there are many institutions providing EMTCT services and
facilitating the EMTCT of the syphilis and HIV programme. At the national level the Family
Health Bureau (FHB) which is responsible for MCH services has played an active role in
initiating multiple programmes in partnership with NSACP. These include elimination of
mother to child transmission of syphilis and HIV. FHB and NSACP function under the
Director General of Health Services and Deputy Director General of Public Health Services
(DDG PHS 1 and 2) of ministry of health.

The link developed at the national level extends to the district level through the district STD
clinics and district team responsible for MCH services. At the district level the district team
comprising of district authorities, maternal and child health services and STD services
complement the services in addressing the reproductive health needs of the population. At
the grass root level Medical officer of Health (MOH) provides services to the community
through the public health staff including public health nursing sisters, supervising public
health midwives and public health midwives. The strong link between the national STD
AIDS Control Programme and Family Health Bureau (FHB) has strengthened over the years
and the link extends to the district level and through that to the community level. Close
coordination of relevant institutions, keen interest shown by provincial and district
authorities as well as involvement of tertiary care institutions through multidisciplinary
approach are the reasons for success of EMTCT of syphilis and HIV programme
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Figure 14. Stakeholders in EMTCT of HIV and syphilis programmes
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EMTCT of syphilis and HIV programme is fully funded by the government of Sri Lanka. This
ensured sustainability of the programme. WHO and UNICEF supported the EMTCT of
syphilis and HIV programme providing technical support as well as funding and logistics.
UNICEF was instrumental in improving quality of laboratory services while supporting
monitoring of the activities. World Bank and other UN partners supported the programme
when necessary. The involvement of key population organizations and PLHIV organizations
facilitated to take services to difficult to reach.
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7. Criteria and process for Validation

Before applying for validation of EMTCT of HIV and/or syphilis, countries must meet the
following global minimum criteria:

1. National-level evidence of achievement of the EMTCT validation process indicator
targets for two years and achievement of validation impact indicator targets for one
year.

2. Evidence that EMTCT of HIV and/or syphilis has been adequately addressed in the
lowest-performing subnational administrative units.

3. Existence of an adequate “validation standard” national monitoring and surveillance
system that can capture process data from both the public and private health
sectors, and detect the great majority of cases of MTCT of HIV and/or syphilis.

4. Validation criteria must have been met in a manner consistent with basic human
rights considerations.

7.1. Targets for validation of EMTCT of syphilis and HIV programme of Sri

Lanka

HIV

Impact indicators for one year

* apopulation case rate of new paediatric HIV infections due to MTCT of <50 per
100 000 live births and

* an HIV MTCT rate of <5% (breastfeeding countries) OR <2% (non-breastfeeding
countries).

Process indicators for two years

* Population-level ANC coverage (at least one visit) of 295%
» Coverage of HIV testing of pregnant women of =295%
* Antiretroviral therapy (ART) coverage of HIV-positive pregnant women of 295%

Syphilis

Impact indicators for one year

* acase rate of congenital syphilis of <50 per 100 0oo live births

Process indicators for two years

* Population-level ANC coverage (at least one visit) of 295%
* Coverage of syphilis testing of pregnant women of >95%
+ Treatment coverage of syphilis-seropositive pregnant women of =95%
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7.2. Validation process

Country validation

MOH submits a validation request to the regional secretariat.
MOH and the RVC jointly establish an NVC.
NVC and NVT collects, assesses, and summarizes data for national validation report.

NVC reviews national validation report and submits to the RVC.

Country pre-validation

Regional secretariat convenes RVC.

RVC reviews national validation report for compliance with minimum regional and
global criteria.

If approved, RVC prepares and submits regional validation report to the global
secretariat.

If not approved, RVC notifies NVC and provides clear recommendations.

Regional validation

Global secretariat convenes GVAC.

GVAC reviews regional validation report for compliance with minimum global
criteria.

GVAC prepares global validation report and submits to global secretariat.

Global validation

Global secretariat issues letter officially notifying the candidate country of validation
status and recommending follow-up actions for maintenance of validation status.
Official validation

Global secretariat monitors maintenance of validation indicators through existing
annual global reporting systems.

Global secretariat reports any concerns noted to RVC for follow-up and more in-
depth assessment.

RVC -Regional validation committee RVT - Regional validation team MOH - ministry of health GVC - Global
validation committee, NVC - National validation committee RVC - regional validation committee
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8. Goals and objectives for the elimination of mother to
child transmission of syphilis and HIV in Sri Lanka

Vision
‘Women and children alive and free from HIV and syphilis’

Goal

‘Eliminate congenital syphilis and new paediatric HIV infections and improve maternal and
child health by 2018

Targets

Maintain the incidence of congenital syphilis to <50 cases/100,000 live births

Maintain mother to child transmission of HIV to <50 cases/100,000 live births

Objectives of EMTCT of syphilis and HIV programme

EMTCT of HIV

*  >95% of ANC attendees received testing and counseling services for HIV

*+ >95% of identified HIV-positive pregnant women received antiretroviral
medicines to reduce the risk of mother-to-child transmission

*  >95% of infants born to identified HIV-infected mothers received ARV drugs

EMTCT of Syphilis

*  >95% of ANC attendees tested for syphilis
*  >95% syphilis sero-positive mothers receive effective treatment

*  >95% exposed infants receive effective treatment
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9. Guiding principles

Building blocks

=

Ensure commitment to achieve goals

Enhance comprehensive, linked services between HIV/STI and MNCH programmes
Employ highly effective interventions for HIV/STI prevention and treatment
Improve coverage and advocate for equitable access

Promote health systems development

S HWwWN

Improve measurement of programme performance and impact

1. A Public Health approach

Sri Lanka provides maternal and child health services and STD services using a public health
approach to ensure equitable access to high quality STI/ HIV and MCH care at the
population level and aim to provide the best proven standard of care in a cost effective
manner.

The overall goals of PMTCT and ECS programme are to eliminate new paediatric HIV
infections and congenital syphilis and improve maternal and child health and survival.
MCH services are considered as an access point for STI/HIV prevention, diagnosis,
treatment and care.

2. Integrated health systems approach

Sri Lanka has a well established preventive primary health care system and secondary and
tertiary level services. The coordinated maternal and child health care services at all levels
have helped Sri Lanka to achieve excellent MMR, IMR and CMR which are in par with those
of some developed countries. Antenatal syphilis screening has been in existence for the last
four decades and it has been a function of the primary health care services to screen all
antenatal mothers for syphilis. PMTCT and ECS are integrated to the MCH services to
achieve the ultimate goal of eliminating paediatric HIV and congenital syphilis. Provider
initiated testing for HIV is encouraged at the antenatal setting.

Gender linkages have been given attention in the integrated approach where male
involvement for PMTCT and ECS is encouraged in a culturally acceptable and appropriate
manner. Testing opportunities and treatment are available for men.

Vertical integration is available through a referral system to STD services from MCH
settings. ART is made available to the mother if she is eligible for ART for her own health
or as prophylaxis. Similarly, mothers diagnosed with syphilis are referred to the STD services
for evaluation and appropriate management as well as partner and infant management.
Horizontal linkages between obstetricians and pediatricians in the management of
newborns of HIV infected mothers or mothers with syphilis have helped in reducing
mortality and morbidity of the newborn.

Page 33



3. Rights- based approach

All individuals regardless of gender, race, religion, caste or creed have a right to access
government health care services. They also have the right to protect themselves from
STI/HIV infection. The delivery of EMTCT of syphilis and HIV interventions will safeguard
standard human rights. No individual shall be denied access to health care because of their
HIV positive status. People living with HIV and their families should not be stigmatized and
discriminated against based on their HIV status. Confidentiality is maintained at all levels.
Shared confidentiality on a need to know basis is adopted for the provision of holistic care.
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10. Strategies and Activities

The strategies identified for PMTCT of HIV and syphilis in the National Strategic plan of

NSACP 2012-2017 includes;

1. Primary prevention of HIV and syphilis transmission among women in childbearing age

2. Prevention of unintended pregnancies among women living with HIV through enabling
them to make informed choices

3. Ensure high level commitment and advocacy to eliminate the incidence of congenital
syphilis and transmission of HIV from mother to child

4. Increase access to and quality of syphilis and HIV services at maternal and child health
services

5. Prevention of HIV and syphilis transmission from women living with HIV/ syphilis to
their children by promotion and integration/linkage of PMTCT with related services

6. Strengthen surveillance, monitoring and evaluation systems

Strategy 1 - Primary prevention of HIV transmission among women in
childbearing age

Major activities

1. Awareness programmes among general population including young people

2. Expand HIV interventions in the workplace

3. Expand and strengthen the provision of good quality STI services ensuring correct
diagnosis based on laboratory testing or by syndromic approach
Condom promotion programmes

5. Improving access to HIV testing and counseling services

Strategy 2- Prevention of unintended pregnancies among women living with
HIV through enabling them to make informed choices

Major activities

1. Train MCH and STD clinic staff to provide appropriate family planning services
2. Integrate family planning services to STD clinic services

3. Reduce unmet family planning needs in the community

4. Awarenes programmes for PLHIV on MTCT
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Strategy 3 - Ensuring advocacy and sustained political commitment for a

successful EMTCT programme

Major activities

1.

Mobilize political commitment and advocacy in order to give high priority to the
EMTCT of syphilis and HIV programme and allocate resources (central and
provincial level / international funding agencies)

Raise awareness of decision makers, public health officials, health care providers on
the burden of HIV and syphilis, problems related to syphilis in pregnancy and its
adverse outcomes, such as stillbirths and low birth weight and peadiatric AIDS.
Underline the value of the EMTCT of HIV and syphilis programmes to maternal and
newborn health services

Strengthen linkages between MCH and STI and HIV services to enable more
accurate forecasting of needs, procurement and supply of diagnostics and essential
medicine.

Demonstrate the cost benefit of interventions

Establish a national level steering committee

Identify roles and responsibilities of the stakeholders

Strategy 4 - Increasing access to and improve the quality of maternal and

newborn health services

Major activities

1.

2.

® N oo o

Expand provider initiated testing and counseling for HIV in ANC settings.

Screen all antenatal mothers for syphilis and HIV at the first booking visit preferably
before 12 weeks and results are given without delay

Test mothers who have not been tested for syphilis and HIV during pregnancy or
have no documented evidence of treatment, at delivery

Regular training of primary health care workers on STI and HIV

Establish a referral system which is non -stigmatizing

Maintain quality of testing by ensuring training

Maintain established quality control systems

Establish a system to maintain continuous supply of equipment and reagents for
testing

Development of STD clinic laboratories and provide resources including human
resource to provide syphilis and HIV testing services
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Strategy 5- Prevention of HIV and syphilis transmission from women living

with HIV/ syphilis to their children by promotion and integration/linkage
of PMTCT with related services

Major activities

1.

Ensure that all positive mothers and partners are treated or managed adequately by
referring to the closest STD clinic.

Confirm the diagnosis of syphilis or HIV and manage according to national
guidelines

Screen all mothers with syphilis or/and HIV for other STI

Document test results, treatment status of mother in the clinic and pregnancy
records.

Screen mother’s sexual partners for STI and treat appropriately

Follow up positive mothers at both the registered antenatal clinic and at the STD
clinic until delivery

evaluate infants born to mothers with syphilis or HIV by a pediatrician and manage
in consultation with the STD clinic

Strategy 6 - Strengthen surveillance, monitoring and evaluation of EMTCT
programmes of syphilis and HIV

Major activities

1.

2.

W

© ®N v A

Strengthen data collection systems in relation to maternal syphilis and HIV
Develop data collection formats where necessary

Develop indicators to monitor the EMTCT programme (input, process, output and
outcome)

Establish performance review in relation to EMTCT at each level

Monthly MOH review meetings

Quarterly review by RDHS

Annual review by NSACP and FHB

Promote operational research

Review and revise the existing information systems to fulfill the EMTCT
requirements
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Table 4. Major activities conducted from 2013

Activity

Time

Details

Revive PMTCT programme to
work towards elimination

January 2013

Strengthen the links between FHB
and NSACP

Decision taken on universal May 2013 Meeting with stakeholders

screening of pregnant women

Advocacy From January Meeting with DMH, CSHW,

Advocacy meeting - country 2013 Director, FHB

programme to introduce Meeting on EMTCT at Taj Samudra

EMTCT services Hotel organized by UNICEF
September 2013 - with participation
of all provincial MCH staff and STD
staff

National level steering 2013 Quarterly meeting

committee

Circular issued by the MOH 2014 To inform relevant authorities

regarding decisions taken

Commence ANC HIV testing

December 2013

Year 2013 - cover Colombo,
Gampaha, Galle, Matara,
Hambantota and Kandy districts

Training programmes for 2013/2014 MCH staff and Institutional staff
health care workers from selected areas
Improvement of laboratory 2013/2014 Responsibility - National
Coordinator Laboratories NRL

*  Procure test kits

*  ELISA machines

*  Vacutainer tubes

* Protective gear kits carrier

boxes

Other improvements for data 2014 Computers, multimedia projectors,
collection printers
IEC material 2014 Posters, leaflets, EMTCT strategy,

CD for ANC health talk
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Figure 15. Scaling up of EMTCT programme since 2013 to 2016

2013

Polonnaruwa
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Table 5. Detailed activity plan for EMTCT of HIV and syphilis 2017/ 2018

Activity Timeline Details

Advisory meeting headed by June 2017 Decision taken to work towards

the minister of health validation of EMTCT programme

EMTCT steering committee 2017/ 2018 Once in 3 months

meeting

Appoint local consultant to July 2017 Dr. Iyanthi Abeywickreme

review EMTCT programme Prof. A. Pathmeshwaran

and submit the report Funnded by WHO

Teams for four main domains | April 2017 Coordinators of four main domains

established Care -

Dr. L Rajapaksa/ Dr. I Nilaweera
Laboratory -

Dr. ] Elwitigala/ Dr. L Munasinghe
Data -

Dr. K A M Ariyaratne/ Dr.
Kaushalya

Human rights -

Dr. G Weerainsghe/ Dr. S
Dhanapala (UNICEF)

Launch of validation process June 2017 Meeting with 150 participants
countrywide- MOMCH and
venereologists, obstetricians and
paediatrician (UNICEF)

Continue Training of all MOH, | 2017/2018 For refresher training and to train

institutional staff and STD new appointees

clinic staff

Introduce the whole concept July 2017/ 2018 Organized with the help of FPA

to all key populations and

PLHIV groups

Development of MCH guide June 2017 Distributed to all MOH offices

for MCH staff

(UNICEF)

Update guidelines on
* Management of pregnant
woman with HIV
* Management of pregnant
woman with syphilis
* Antiretroviral Treatment

September 2016

Updated guidelines were distributed
to all PDHS, RDHS, MO MCH and
STD clinics

Reprinting of posters and
leaflets

June 2017

Distributed among 365 MOH offices
and ANC clinics of institutions
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Activity

Timeline

Details

Provincial review meetings (9)

August -
September 2017
October-
November 2018

Completed all nine provinces.

Laboratory development

2017/2018

Working towards applying for
accreditation of national reference
laboratory with ISO 15189 standard
and improving the STI clinic
laboratories to reach the
requirements of the standard.

Data verification process
1. Private hospital survey
2. Postnatal unit survey to
check VDRL and HIV data

2017/2018

All major hospitals in the country
covered in postnatal survey.
Main 10 private hospitals in
Colombo covered in private
hospital survey

Supervisory visits to ANC
clinics

July - September
2017/2018

Supervise ANC clinic services by
district team

Each domain to submit the
relevant material for chapters

August 2018

Coordinators of four main domains
Care -

Dr. L Rajapaksa/ Dr. I Nilaweera
Laboratory -

Dr. ] Elwitigala/ Dr. L Munasinghe
Data -

Dr. K A M Ariyaratne/ Dr.
Kaushalya

Human rights -

Dr. G Weerasinghe/ Dr. S
Dhanapala

Mass media campaign
(TV,Radio)

September-
October
2017/2018

TV and radio programmes
(UNICEF)

Formation of District
committees

September 2017

Regular District reviews (UNICEF)

Visit of the consultant to
review readiness for validation
and prepare draft report

May 16 - 25
2018

WHO consultant Dr. Richard
Stein’s visit (WHO and GF)

Introduce final steps to reach
elimination targets
symposium

September 2018

Meeting with 150 participants
countrywide to assess readiness.
(UNICEF)
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Activity Timeline Details

Supervisory visits to STD 2018/2019 Supervising team- STD clinics
clinics,

Annual review Meeting to November Review of country programme
finalize data for the report 2017/2018 (UNICEF)

(2 day)
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Table 6. Major activities conducted in laboratory sector

Activity area Time Details
2013 » Situational analysis for human resource,
1. Testing equipment and test kits
* Meeting with the laboratory staff to arrange the
Assessment of the testing with available staff until the vacancies are
laboratory sector for filled. Agreed for testing at piece rate per sample.
capacity to undertake *  Request made to MoH for appointing MLTs for all
testing & activities to the district STI/HIV clinic laboratories
fill the gaps + Obtaining funding for test kits from WHO to
initiate expanding the testing in western province,
kandy & Galle.
¢ Cluster testing arranged for districts where there
are no MLTs
* Arranged uniformity in sample collection, by
introducing new request forms for ANC
specimens and uniformity in transportation with
training workshops.
2014/15 * Obtained funding for test kits from world bank
to expand testing to the whole country for 2014 (20
Capacity building for M) and 2015. (40 M)
HIV Screening country * Introduced the ELISA technique as the screening
wide test for HIV as the main stream with PA & RDT
* making facilities supporting the system.
avf‘ii.lable *  Procured ELISA machines to new stations through
« Streamline EID *  Train the MLTs for ELISA technique- by in service
testing for babies training at NRL
* Introduced data management for laboratories
with data formats given by NRL and monthly
collection of data
* Arranged HIV DNA PCR by out sourcing as the
facility is not available onsite
2016/17 * Distribution of guideline for sample collection at

Streamlining the
sample collection&
transport, IQC and
EQA concentrating
mainly on improving
the quality
management system

MOHs

Circulation of guideline for STD laboratories for
reagent transport, storage and usage
Streamlining of IQC and EQA for Syphilis and HIV
screening through workshops to all central and
peripheral lab staff.

Guided all the STI clinic laboratories to improve
the infrastructure as per quality requirements
Procured ELISA machines to new stations (to raise
from 12 stations in 2013 to 26 in 2017)

Improve documentation in all the network
laboratories
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2018/19 Establishment of EID testing at NRL
Testing algorithms reviewed.
Preparation of sample collection manual as a
booklet to be used by all ANC sample collection
centres
continuous quality Decentralization of testing facilities —-CD4 testing
Improvement and HIV Viral load to 2 main peripheral stations
) ) Improving the sample collection, transport of
Rev1e.w testing specimens by introducing cold boxes, improving
algorithms IQC ,data management.
. . Arranging the IQC for CD4 testing
Establishing EID in Arranging the EQA for Viral load testing
country
Decentralization of
testing for patient
management
2. Quality of tests | 2014 Developed the guidelines for selection of test kits
and procured the test kits through MSD of MoH
with World bank funds
2015 Developed the guide lines for assurance of the
quality of kits after arrival- test kit verification and
periodic checking for performance.
Stre.ngthen the' 2016 Attended to streamlining the forecasting &
national planning making the request to MoH to include the test kit
for procurement and . . :
R requirement in government annual estimates
distribution of HIV & . . .
.1 Started regular meetings with MSD and SPC with
Syphilis tests by . . .

. a view to avoid stock outs by having a smooth
strengthening the i )

. continuous dialogue on requests and orders.
supply chain Discussions with NRL technical staff for reviewi
management iscussions wit technical staff for reviewing

stock balances regularly
Guided the peripheral and central level to monitor
the stock balances, reorder levels and periodic
stock verifications

2017 Development of formats for ordering reagents and
monitoring stocks in a uniform manner
Circulation of guideline to peripheral STI
laboratories for stock management for Syphilis
and HIV test kits and reagents

2018 Refresher training for the laboratory staff on
proper estimation and re order levels
Stock management workshop for all laboratory
staff

2013/14 Initial assessment of the availability of equipment

3. Equipment
management

in laboratories and procurement of possible as per
the available funding.
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Surveying
Procurement
Calibration
Maintenance

2014 -2017- Procurement of ELISA machines fill
the gap- (to improve ELISA facility from 6 stations
to 28 stations island wide)

2015/16

Distribution of equipment management guideline
among the STD clinic laboratories and introduce
equipment management for all the laboratories
with training workshops

Equipment survey-2016,2017,2018 to complete the
equipment gaps

2017/18

Calibration of laboratory equipment-NRL&
Peripheral STD lab

Arranging equipment maintenance with service
agrrements

2019

Request to automate NRL
Continue calibration and maintenance in all
laboratories

4. Laboratory
Quality

Management

Capacity building
activities- Technical

2014

Participation in the workshop conducted by Sri
Lanka Accreditation Board (SLAB) by 4 senior
medical laboratory technologists & 2 Medical staff

2015

Accreditation awareness work shop on site for all
NRL lab staff by experienced staff from of an
external lab which underwent accreditation and
with a SLAB assessor.

Introduction of medical laboratory accreditation
to all peripheral laboratories in their refresher
training courses to familiarize the medical
laboratory standards

2016/17

Participation by one senior MLT from NRL & the
Microbiologist in the Asian workshop in
Indonesia for quality improvement conducted by
NRL, Australia

Conducted a series of workshops for laboratory
quality management for all peripheral consultant
Venerelogists/MOICs,MLTs,PHLTs by local
expertise under CDC/CMAI project ,Training of
senior medical laboratory technologists of NRL
and few peripheral STD clinics as trainers on QMS
-CMC,Vellore

Two workshops by CDC/CMAI project, for all
laboratory staff& consultants on quality
management system by regional experts

2018/19

Participation of quality management workshops
conducted by SLAB by 3 MLTs & 2 MOs of NRL
2018 - training of senior MLT staff & medical staff
of NRL in New Deldhi , India on EQA

Webinars from CMC Vellore for improving the
knowledge
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Obtaining support
for working towards
accreditation -

NRL is applying for
accreditation and the
peripheral
laboratories are build
up to the Iso 15189
standards

Support extended
from CDC/India for
quality improvement
of the laboratory
system for EMTCT
through PEPFAR
funding -( partnered
in a project from
2016-2019. )
Implementing
partner of the
project- CMAI-India

Main Activities - technical assistance

2016- Initial assessment by two external assessors
from India to see the preparedness for
accreditation - to identify the main gaps and
prioritize the needs.

2017 -capacity building training on QMS at
CMC,Vellore

Capacity building workshops conducted in
country by regional experts for all STI lab staff on
quality management system.

Support in improving documentation for
accreditation of NRL

2018- Mid-term assessment

2018- provision of technical assistance through a
technical officer for documentation support for
accreditation

Arranging webinars to improve knowledge base
2019- Data management workshop for NRL
technical staff by regional experts
2019-supporting the internal audit and
application for accreditation

Quality improvement
guidance and
activities conducted

2013-2018

Guided all the STI clinic laboratories to improve

- the infrastructure as per quality requirements

- documentation and document control

- test kit quality verification

- IQC& EQA

- equipment management

- stock management for test kits and reagents

- bio safety, waste management & infection
control (all lab was given Hep B vaccine and
checked for antibodies)

- Data management

Provided on site supervision to peripheral

laboratories by NRL

Capacity building for laboratory technical staff

and relevant medical staff

5. Data
management

2014

Introduction of data collecting formats to all the
labs to streamline the data management

2015/16

Distribution of formats for laboratory records in
testing, QA, stock management etc...

2017-2019

Continuous improvement in data related
documents

Support developing the laboratory information
management system under EIMS

6. Familiarization
for the EMTCT
validation

2018

Refresher training on laboratory validation tool
for laboratory staff of NRL and peripheral STD
laboratories
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Annexure 1 - General circular letter No. 01-59/2016 — The programme for Elimination of Mother to
Child Transmission of syphilis and HIV in Sri Lanka (English, Sinhala, Tamil)
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Ministry of Health, Nutrition& Indigenous Medicine

General CircularNo: O [ — 57/2’0/é

All Provincial / Regional Directors of Health services,
All Directors of Teaching Hospitals,

All Heads of Specialized Campaigns,

All Heads of Health Institutions,

All consultant Obstetricians,

The Programme for Elimination of Mother to child transmission of syphilis and HIV (EMTCT of
syphilis and HIV) in Sri Lanka

Sri Lanka has been identified as a country which can achieve the Elimination status of congenital
syphilis and mother to child transmission of HIV by end 2017.

2. To achieve the elimination status, effective universal coverage of screening for syphilis and HIV
during pregnancy need to be established. In Sri Lanka, by the end of 2015 screening for syphilis during
pregnancy has achieved almost universal coverage (98%).

3. The policy decision of screening pregnant women for HIV was taken by the Ministry of Health
after a series of consultations and  the decision was to couple it with existing syphilis screening.
Screening of pregnant mothers for HIV was scaled up from 2013 and HIV screening coverage has
increased from 5.6% in 2012 to 71.2% in 2015. To achieve elimination status Sri Lanka needs to reach
95% of HIV screening coverage target by the end of 2016.

4. Ministry of Health seeks the commitment and cooperation of consultant obstetricians in public
and private sector to implement the EMTCT of syphilis and HIV programme. It is necessary to take
measures to scale up services for antenatal screening of Syphilis and HIV in your institution as per the
guidelines given below.

(A) Public sector

i.  All pregnant mothers are to be screened before 12 weeks of gestationfor Syphilis and HIV
(preferably at the first visit).
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iii.

Vi.

Vii.

viii.

ix.

®)

iii.

iv.

vi.

Antenatal clinic services ( MOH clinics and Hospital ANC clinics) have to arrange collection of
Scc of blood in a vacutainer tube and transport to the STD clinic for Syphilis and HIV testing.
The method of sample transport need to be locally adopted, after discussions with RDHS,
MOMCH, MO/STD and MOHs.

Review syphilis and HIV test results at subsequent visits. Syphilis and HIV test reports need to be
entered in the antenatal record appropriately.

STD clinics have to carry out Syphilis and HIV screening tests on the blood samples
receivedfrom ANC clinics and send reports to the relevant officers.

The information on reactive VDRL reports and HIV positive reports need to be informed to the
MO, MOH or VOG and measures should be taken to strictly maintain the confidentiality of the
information.

All the pregnant women with positive screening test need to be referred to STD clinic for further
management.

If a pregnant woman was not tested during pregnancy, syphilis and HIV screening should be
offered at the time of delivery before being discharged from the ward.

All pregnant women with Syphilis or HIV should be provided appropriate services including
institutional care, without stigma or discrimination.

EMTCT of syphilis and HIV programme need to be reviewed at the district level every six
months with the participation of staff of the STD clinic, MOHs, MOMCH, VOG and RDHS.

Women reporting abortions, still births, adverse pregnancy outcomes may need to undergo
VDRL and HIV tests if not done in early pregnancy.

Private sector

All pregnant mothers are to be screened before 12 weeks of gestation for Syphilis and HIV
(preferably at the first visit).

Syphilis and HIV tests need to be done from recognized laboratories maintaining quality
standards.

Syphilis and HIV test details need to be entered in the antenatal record appropriately.

Women with positive syphilis or HIV test results should be managed according to the national
guidelines by referring to venereologist/ STD clinic.

All pregnant women with Syphilis or HIV should be provided appropriate services including
institutional care, without stigma or discrimination.

Data on pregnant women with syphilis or HIV should be informed to the NSACP in relevant
formats.
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3. National HIV policy of Sri Lanka states that “The government of Sri Lanka accepts the right of
those living with HIV/AIDS to have access to treatment without stigma and discrimination. Persons living
with HIV/AIDS requiring antiretroviral treatment and .management of opportunistic infections will be
provided by the state sector in line with the national guidelines and prevailing National Health policy.”
(3.8 page 22)

6. Further, the judgement given on SC.FR.No.77/2016 on 14.03.2016 states “I'he court also wishes
to place on record that the state should ensure that the human rights of the people living with HIV/AIDS
arc promoted, protected and respected and measures to be taken to eliminate discrimination against
them.”(Page 4)

T I reiterate the policy of the Government of Sri Lanka, is to provide a comprehensive antenatal
care package to pregnant women for a successful pregnancy outcome and it includes providing services
for syphilis and HIV testing for all. Your cooperation is earnestly requested.

Drp g
Miniery DS Gonorg O‘;‘f'ah:pa la
; ¥ of Heaith, Nutrition &clilgi Services
Dr. P.G.Mahipala 3, Rev Bags "suwas.'r:’paya_"genous Medicing

Director General of Health Services 9ama Wimajay,
Colcmbo 102 T7Er0 Mewaths

Ce

1. Director, Private Health sector, MOH.

2. President, Sri Lanka College of Obstetricians.

3. President, Independent Medical Practitioners Association.
4. President, Ceylon College of General Practitioners.

5. President, Sri Lanka Medical Association.

Page 51



[l JOII2I569I‘3'?;,[!!-I-25?50H

Clnannudl ) 0112698507 , 0112694033 Seclyna iDDGH(PHS'l)“’NSACPQDU

Telephane ) 0112675449 . 0112675780 E{Tﬁ?; 8e <

el ) 0112693866

Gudab YO112653869

Fax JO1126532013 f:iu;m%m ;
X Your No. - )

D¢ad oooem ]pos[ma_ulm_@htai:h.gav,lk . .

Wiskang 7dl) gpeaml ) 808800

¢-mail ) : :
. (el )2016.10. 27

[E2olivaa] ) www_health gow Ik Emé]fﬂurru_l Y )

3 3 ¥ n)
Bosmuppmo ) SUWASIRIPAYA Pt !

website )

69Rs, 6eiEdn B 6EBG 660es FEIBICBEH
&HBTSTT,CuTeanaummID &05HFen6uGHHUISENLOF &t
Ministry of Health, Nutrition& Indigenous Medicine

wag&@@da-@;h: _ol~869 /3‘5"&

~——

Bug® serd/ppedBe @eeds o gOssee0&s,
Bag? dnle s edlud ¢Ouaemdasl,

Bogd dedBn Dnomd 52dls,

Bag® sweds manm uihdsy,

Bogc® Bodes ged w 5nleds eedenddsy,

8 @Eem00057 8.tHmBlw BBtrw 8w BDeozy ¢60:0 HIV ;88 néxt 8868

1800wz (EMTCT of HIV and Syphilis) N R,

8 Eemid Dwd 2017 Dwedd glome DI BothnBe cuihe by BDensy thaoa'
HIV theld® nost B580 uifl 00 aCe verweonn ¢o.

02. c®® edlw post HBO wew § Comnd, obivnd BOOGed HIV ov cogan edio nemo
01 Re® §Bm vlme o vvum® Eodmdnd eddte Dm it m¢ gno. Dwd 2015 qo 000 §
Gezmed Bag® olind 8006510 wmey (98%) cacenw wem ulafu md g,

03. oweds ¢@mmens D87 womdd DO BvwBisl vpd Bog® obvd 8dddwed HIV
v 92 §8m vBlvens R8O ghosBen Bémas oFf gnd 2w 0 vddn CBias
wem D G180 slslsme Brmds qduced® A0RD Aome Du. obwdl 80uoy HIV wew
Bzt A58 2013 Dsbed BO uoc »c end 2012 & 5.6% = § éa 2015 ¢o Om 58 71.2%:=3
ezftn 08 H880 @y dw. @0ewsT ¢qind HIV genwd® nosd B5e® afdfdnd goded
2016 go DmB0 68 cow 95% of ¢afth U8 BB gban @d.

04, & cemeds) wedmBe cugean o BDeox? ¢GEd HIV gpugme ndsf B8
D000nD Hod@m BES o cwidne §lmmene, Bec® ddod ww euedolm goeed
eded Bun Dedsw god m m0ed; ceberdGimiod i vy voeelon AEIetedhin
@d. sun guSledn coeed and DAed punmn BE cvtns sy HIV vgmm ofied 460 gwd
odduen Bg H88 wewr addDiDsy 08%wen AOED Bwdd o€ gmnmdes ad.

(g) C%p gemw

£ Boc® obuf 8000 ef 12 8 eud cuian oy HIV agm obefe = gne. (¢o
BEI® momwd 818 8 BBED 0B 5@ Db ewfos @d). -

1

Page 52



il 35D gesd evem ( MOH ww edind ANC mus ) 885 Oim@ednd mEwmd Gacw 5
ce oom “eugos ow HIV' acm ece sevsl 0 ¢0® ¢18 E-o§n edfo swmed
CestmHY ecedde gme. Hodde ewmeas o gdssie (RDHS), oedos
Beind/olndl v gorewdnse (MOMCH), eedes Betnb/GomEn edde (MO/STD)
0w ewwdse eebcs Hebs! (MOHS) wm mmbié Ale®sf ogd ¢&d @dac
yOwme sgw 28O o BBeE B OB RO,

iii. @E)oo'tm’ mdn momed o@cammn &m, ¢ugrs Bw HIV o8xise 83!5253:; Bedel
udnlmem D i zﬁo,@m 688 obud wivs! sned wdvstmg gnae, ‘

iv. Goom@nm edfo mom o8 o0 yed men B35 Hdn @am-dlao’ m®sF cucoma e
HIV et O 8Bmulnive B¢ 90 &8 Dobizn ondn gp& Beihbs! odn @@ 8o gma.

v, evces ond HIV ewoin eco mmgcﬁaml i8S mBoc 8Ea: emidnd éq::@, clcialat
BEedst MO), eweds ccden Bedsli (MOH) cud Bedew ywmd v »8ebe
@eduiot (VOG) edn dunwnmda dems 888 ¢sfde gno.

Vi _01556 sinfeen wn §hmd wim, cucow end HIV 88n olnlvmevsi emmwmnsisy
edfne afn obndl 8206 E-m@n o6do huemnemd o@D Wne.

vii. | mt‘Sm:ﬁ 08 e cueas o HIV §8m oBufva B¢ emmng 8006 =Ted & gmﬁ@mﬁf
:::gé) e0fnecs! BODRO end 68 abfsm mC gm@. : Al

viil.  eoeas end HIV o8n obvwd) 000650 edfodon 88 gnd gog Bep® owddst
et BEeH s o sndemd meBROB s emdd cthia gna.

ix. 2dfnim BD0e®s], wethmnBe cuiea on ®Denxs? 620 HIV 01680 noxf $868
0 0uDunm BEDED en® O numd® 00 pwed@lu ecwdse auddh gounis (RDHS),
Beduw; 5o m 508ed: eedesdd st (VOG), ecden Behd/ obuf ww goesdsa
(MOMCH ), oxedse eedos Heihdsl (MOH) v Gcoifin oddo euan Hethdsied
suneddteust cumdh Ba g,

X, 00D, Beco cod yndd Bec® obud sacm Olbim § 80065 cucrw e
HIV eem §F obnd ¢ofod ndufems em@ndm® sbnis) 408 gdan b.

() 8o€= goaw

i Bog® obudl @000 vl 12 0 esud cugae o HIV agwm absle ¢ gype. (da
GB=I® tmumwd u18& I A880 v »H® DEh ewfos o).

ii. ogonddn nfdbsws? g BEos ndfemodudsl cuccea v HIV sewm E)m 8Em
obnls &Lg DG yBe.

Page 53



iii. ¢ogno on HIV odfesm sw o8 gidc Dibmn Budn 088 obud wdwvs! syed
wdusl me gue.

iv. coeos end HIV peldn 350 mwiddn obnd é)aadiaf, #38m 5Boan Bwed ¢§gz@@€)
E-mn odie BEA; Bodux; 0elindionnd ond 48 meme®md owfne yne.

v. c¢oeas end HIV edn obud 800650 edivdon 88 qnd gog Bog® o]
oI BERBsY owd sosfomd wcfeBsl 0200 8w une.

vi. cogas oud HIV ofin obvdl 8006l BEA; Budnd Budn 888 qpe pmafoge
800 thflm Bemm odfo vy ddd 808m D@edus (NSACP) 0dn @880 ec1dde

ane.

05. & cewed HIV ©fn glodBed gmd “HIV gpoin gdocwsio emziBdefs?
@m0 giznd CahaBBD A gBBw & cum 68w DBy BEoom g, D Huid®@mn thdm
eweds gBuntBe gmd HIV queln glocwsio yBecdds @wd ¢80 aw 890i0 Sigaen
gommns (e ©gwr A Ca 30 Comn 0¥ B8yl By =08.” (3.8 890 22)

06.  =0¢, 14.03.2016 8» SC.FR.No0.77/2016 gemw wden o ¢t 8 Beowfowd gmnd
“stdes HIV gpends gdocuesied @i qBB0:850 gpone 88520, gdbdmae HE80 wuy &Swd
@& B3B38 BLET0 808 m ewsTBIS omeist nist K80 Gw »e vnw.” (Bge 4 )

07.  wwed cd connd olnd 80060 Hod ued eddv nE QB dm edDDs nad®
Gsed pBunfe 30 Ons gme 0 8Om g0 cogeawe o HIV aim oBife B850 on,
gfmnd BB 6wl grpcoie. e88 mbive midm md MmABBD B BRed hwm bwewlos
a Gim @08,

sedlen 8. & O8eng

- cln ety slaos dodid
8esls anlem on &'Eo eclon 8RS,
OB,

@o0es B.8. @8mc 3. M@d@z&fﬁg@ Bac0ea 68 8100,
emeds 6D gdrs Smdhd : :
Boo:-

gsmte, BOBm @wedn gonw, Grwds crdud m ad@v 66 gBImBI AW,
wwed, dodew gob cebes Bumbolsteod w-0de,

wwoud, Hewtd 0o oosied B.ode,

oweh, Eomn 8icE eebos 88 8siod wawde.

ewes, § @ cedes Hehlslod w.w@es.

e DR

Page 54



—— g :
Baclpomad )

;0@05 JO112669192 0112675011 .
_G}gqmﬁué'l ]BI])‘.IS_?BSU?,OHZ@‘IUJ} seng @en :'DDG!'(PHS-]){NSACP!ZO]_['I |
1cltph_0n: V0112675449, 0112675280 My No. ) A
el 10112693866
Cudiery 10112683865 SeDeend s
Fax 10112692913 o 05 Br )

Your No. ]
Bdnot muote Jpostmasteri@dtheaith gov 1k
Baengasy npsafl )
c-mail ¥ fulite.) ]

2%

€DBaDE0 ) worw heath gov. Ik f:;ﬁ‘ﬂ . : 2016.10.

Sommiged ) SUWASIRIPAYA

websitle
. e, eulesn oo @é@ca eedes GEIDBIOHBE
F&ETSHTT, CUTFNEODOMILD HEHFMOUSSIUISINIDF&
Ministry of Health, Nutrition & Indigenous Medicine

Qus) sHPH&Ens @a- Ol -59 .(""M’

Semarsh g naTemt/SITnhEH W &&ns ) CF aeauss e Usoaflumerjger,
SIS & GCUTSHEUTIT 606U SHE W& Te0eu&m 6T LemiiumeT s,
A@THS NIGFL QFwm Bl Lrseflldr &meaveuisser,

LTS Blmiearrsaller &eaneveuss e,

S@aBE WSUICUDHD @asEw plueor]ser,

Aonamsuild | sruiledmhs  wasaussrar S 9efldu . wmmih adgell  agmhoflenar

wwmmrs eWldugnstar  Qewm&CLnh (EMTCT of Syphilis and HIV)

201726 opemmigelr (geiien, smuledGphEs wesaESETar  Upiy epewmar  Fledlsu
whoib a& gal asrhiloa WHnre eWiusHE gasnar BILTE @RS HLLTaD
STETLIUL (BleiTens!,

2, E\b& :(!mrjjgjggp@g,rrm fEEGH0 mlaamu  oLasDE, HILarmiu Haoarsg
srullaflserssonar Alldldy whow ol uflcemrsaagear UwesTar  oueanaguiley
(weraar(éEs u@iss GoUSRT(HILD. @evnensulley 2015 R0 o eRmgeir wigailey
srufaszesssmar  Allelav  uflconsaasdar B LES L Broemmallu  2ieTelled  (98%)
CUHASTETETUIUL G\ ETensl. ’ k '

3 L6 Geum 2UCeuns enerd esrLjasefldr etrenr iy meor wgeysaflaruig,
sitdallsergsnar  a&.gel  ufleansmadanar Q&S S Sﬁhnm;b, SHCUNS
poLponudnssh Bl uflésrsmansep dr @ardlamemssiuLs suflwib i
wWIgAemeaT HEHEMTEMT JAMIDEFSH aOSSaeang. 2013 20 g amrQefmhs wssdlEsliul LsaTug,
sillelsaastar af gl uflCFnsmanmer 2012 %0 suabTiqe 5.6% @flmba 2015 . w0
SpETIqe) 712% o6& AP SHEGEUULGaS. @amansd 2016 =0 gqemgar (pelli S5Hs
WHDIWLE@sSIar - BHEGHL Bl &mngﬁﬂJ@ a2l  uflGFnsamaruier | W
@GR 95 556551006 JBGHES CousmTIQITMS!. |

Page 55



I
i

ol srullefipras  wEauGEsmer S0fldy whon  edmel.  Qgnpdlenar WHDrs
fHGuUEDETT  SLLER@aT HBOLWEDUURGSIMGDETSE  SETSTT  JNOWESH, QUTS
wpmin saflwry Csenaullaiser sUCUDHD eeusiEw muerisellar sif Uil e mer

‘@ss@olau BrEEamg. &G sruulkkien adanl(sgisie SWaTs, 2 LGS
BloeasrsSan s&illlafsesssTar sylusm Hlleddy nohob ad&gel  Qsrhiflaners
sarrLofleuspsrar uflCEnsaamaer SESAUUSDETSE BLUGEOSSEmET CoDaEs&sTEer
Ceustang W UG WD ILGID.

(&) QUZIE s am

i Fo SUE STUDTIGEEED 12 SPaNDSEsHE WaTaTInear &L ST He
(<12 weeks of poa) ®Uleddv LHmh &8 s mar UFCFTSEmMTHEEREHE 2L uBEsUULD

Gsngui:rr@fn. (stten flenung (PEEITES) sﬁ@cmaauﬁlstr@ur@ )

i, spusmey  bmsse Hallafla®a (MOH  Clinics, ANC  Clinics) @ohs
Allefey wHmh  ag.e.efl uflegngpenanise 5 CC G6S wridsd, e
QamlLworsSw Guruisuer (vacutainer tube) Geadlaslul®, uneflwey GEMU P& s
AemLEBDE (STD  Clinics) S@OUiU@SHH Caar@id. UHCHTSMTESETEr GBS
.sr(_l';\gsgua': QFsusDH ST auflepenmEeanar o mimar yrHEil &&TETE @abHw BHeneus 6T
vewfliumery, smi GFUWEN &&rery aadsBw s, unsflwe Cwml  s&TETT
s  aferd, wbwoHmb ssisty oeasBu assrdl s &CWmELeT Iassuﬁ;g;

2CuMRGES SHeTuy UlerummliuL Caenngug SHeSWInmELD.
: e

ii. SOGE055 ammsuilar Gumm, HUlddy whmbh aFgel GaTar UflesTHemer

Wyeasma’l urfamaulian. @ns - UfEETEMET  UaGEmeT SHusSme 318 gsulls)

( ANC record ) 5EEs Wwonuwd eolullisyn.

iv. SHUSTO WEHS GFma BallalsaRasrs (ANC Clinics), umeisg Crpml Greneu
WleneulUmIGEsHEG (STD  Clinics) ahEBSE Qsludl saEaoar Pllsldy whmb
afmell  Qsmhfload sarLfasherar Ul CETEMaEEmE  GLDOSTEUSILET, o6
SN EmEE&H QSTLIUmLL HBErfEense yemluluLed) Ceusiribib.

v. Alefsy whmnh gl GsmHm  sarLofwuliuger SalfiGomes QBT FuTaT
sHEUOEH @SS BsTd, S&STETInGHS6a ABHTH yamg wslGubD eneu&H S W
FUenBsE snessiu@agLe, @ssahaaflar Erafwsserann CusmriuGasDHETer
[560) L (LDEM &6T G 6uura LIL mas L LledTuhmUu Bl e Geuston(GiLb.

vi. QemhaeraTl aard sarLflwiule sse siudefls smiwrisepn Cuasis
ARFmEHSHNS UTeLdD . CHTl ARFms HaoauRsErsHE HUIULUGEH HUEIWD.

vil. sjuflaflgsmi eeas  siousTusHa  UFLASSUULTON GGESTL, D60

CUIOIIGHTES N WHSsanmarie @obhs SGssLuBaushE ey Qﬁfsﬁiw
whmih &Ll Gamar uflGsngmemser Gmmamnﬁnmuu@gﬁu Geuetr(hLo.

viii. Flellay oifves aigmel. Qsnhoear ssme  siUfallE  sTULTieEss G,

seaTiGh wHmh unGunr® @, dlmeaer FEwWmer Ugmodliy o FIETLGNE 5&HS

CF@QSE UDEBIULEY Gaer@ih.

Page 56



e . smuied@mrs  wse|ssTor  Hlldldy  mpon - edgel.  Qanooilener wWHmnEs

S&Eaushenar B L sBear il L Senefldy 2DILNGHHERHEEG @ wem, umaiiic
CHMUI  &SNSIIENOWID, &&METIoasSHL Berfl srflwrawh, AgrpBu  s&nsng
Coepauger Uenlliuunmey srflwneuwn, &riall e &&THNT Hlenawin Frins eadluigser
nmmith  WsLCUmM  aausBw  glusod  eSewri  ukigundls sens  eLCanFlEgs
WSemmiinsE 2L UfhHs6a Causi@Gin.

x. &71hu &MHUSTEE VDRL oD €18 80 o). & ssmenT UG F TS arsan
QEUnLUULMEmUET, SEESMUEMNEE S LUl nmoub s @mbs mESs6 mhan
ungswner &iou eflsneneissne FEGHEES Ouanseslh CumEeruil L UfCH s ars:enss
2 UL Geustdngul Bmenel 2 6TaTs:

(o) seoflwrisienm

i Fseuo sTUllanls smlwrisesh 12 SPedwsensE (NeTarTmear S LU S&60
(<12 weeks of pop), Aflellev whHmb ed.@efsasmar LICFISMaEEESHE 2 1 LEHESLILIL
G cusnbr(p) LD, (@s&‘@;rﬂmmmrm (NGUITEUS! EuIhe S U e E L mS)).

ii. Fllellev  whmh af@eall.ssrar UfiCrsaarssT smSsTTD QUOM  WHmID

SIRlfanusmsl Cugmib syliagnhisald CoumAsndaariu@Ged G G,

ii.  BAdedliv whpnh efgadsnar uflcrrgamer  urhisas  5GHE  Wenmulid

SHUSTL WSS UBGaL 0 UEWILILLE GG, . M,
iv. £ feBay g af.@el. Qsnmmeter sFUNaolsdr, Umdtwed CErml HS&ETHTT
LWEHESHDG (STD  Clinics) @igyUu UL, G&a’éﬂm aflsmigssanow usflud H&ETsIy
aausEw  pluyemifler suCaimranearullaruig T RARgFams  whmb ugmefludhés

2 'uU@SsIUBEE CouaTihub.

v. Flleflsv aueus af.o.6fl. QEmboder Fe STUUeRllE STUDTIEETSEEGWD, ShiELD .
whomb uregunr® Geammw Mlaoeer FEwrar ugmodiy Crenauser 2.LUL SGLHS
CoaneuSEeT auPBIsSUILLE Coudtr (. :

vi. Aflellsiv v afmal. Qo siuldlenlls sruwriselldar  Boeueser
CsPlw umelws CEMl LHOID el e sLELULE BILLEHme (NSACP), 5655 wanmulld
Qs fleflde UL Couadi(hLD.

5. Ao rmsullar CoRlw afm.efl. Qamdangssaoow, “afo.eifeTliiay 2 16T anehn
WwEsET, SOESND wHmb urteur@® @dérlw Mpaar FAwrar ugmofiuy Crameaugeea U
QuUbmE QeTHashHeErar 2.flowow @AURMES HATETRSD GO0 &IHE dTmE.
aé. e/l ey L an@b WLEEEESHGS Cosmawnar weflls BlFfiar aBioy
AUFHHESTAT DMHESUMESSED, FHEFLIUMNEES Mo CrTUSEhssETar AR Fameaub
Crflw  afismiyssmowaih, BoLwpapuigiaier  &&nSTT " Q& meTen SUIET LG UD,

rHlarme) uphsiuEL.” (38 usSD 22)

Page 57



" le  Gusub, 20160314 st SC.FRN077/2016  di@ siemow apmsLul L 850 dr

dgsmyb edgelsiiey eiar an@d wasad wely efombss CUBULGSSILLE,
(66 UMSIS UG uSIL_ebT Sumemmn wHESS 5GHS (560 (LD 651 & 637 6T
QFWIMLUGE S SI6Ug 6T LPEULD S| SET GUIUDHS S ILMH 1G0T eLUS Memenr
BLOGHOSHEET  CLHEASTEMUUBQLET  Igs5 2 Gs50aMgwelss Guamhl  aaTUeng
HPWweTmw UGG LHe Qauw alpbyBdrme”( LSSD 4)

7. sjuldleaells smULTIsEREEIT Qanmsgora WSUCUMD QauaNSAST@T] 6y &E&LD
ASHHLE s qGnhEGLTar Allelev wmmib ad.o.el.sesrar LCETEmaTen L
UPBIGLSDGLNE, @omams rFfar  dlgnorer, sSHUSTE  LGBESS CFMeIS
Qﬁn@umﬁlmasrrcm QEMTETENSGEMUS [HIEHT  1SeuoT(HILD meﬁ}mg@@@m(zmm 2 MGG REH P

Dr. P. G. Mahipala
Director Géneral of Health Seriices
af) MInIS try o; Health, Nutrition & indigenious tMedicing
. Suwasiripaya®,
e r viemle 3 Raddegama Wimalawansa Thero Maviaina,
sl LS el 3"3355% Colombo 10

i uesldumery, SRNWTT &&TSIISSEND, &FEISTT aagsHu BsTH
ii. 5@@)5}4&,@&)@6&5 WsUCUMm BlU@] &g

ii.  SEOEEIT, SWIHMT WHEH6 2 GHCUTEESE]TGET FHHD

v.  SEMEUEUJ, @IEVHIENE LSS s SHeug

v.  SOWj, @OVBNs QUM ID(hESE & RIGD

Page 58



Annexure 2- Standard of care in prevention of mother to child transmission of syphilis and HIV

Standard of care in prevention of mother to child transmission

of Syphilis and HIV

Standard

All pregnant women should be screened for syphilis and HIV at the first antenatal visit
within the first trimester. At delivery, women who do not have test results should be tested.
Women with positive syphilis or HIV test results should be managed according to the
national guidelines. Their partners should also be screened and managed and plans should be
made to screen and manage their infants at birth.

Aim
To reduce maternal morbidity and mortality, fetal loss and neonatal mortality and morbidity
due to syphilis and HIV

Requirements

National policies and guidelines on syphilis and HIV prevention, management and care in
pregnant women are available and are correctly implemented.

All women have access to appropriate ANC care during pregnancy, childbirth and the
postpartum period.

Health care providers are competent in syphilis and HIV prevention, screening during
pregnancy, counseling on STI prevention, how to prevent re-infection during pregnancy and
referral for management of seropositive pregnant women and their partners, prophylaxis
and management of the newborn

Suitable Screening methods for syphilis and HIV are available in antenatal clinics and
maternity wards.

Adequate Laboratory facilities (at least one per district) for testing of syphilis and HIV with
system to ensure quality of laboratory testing are available.

Necessary supplies for collection and transport of samples are available at the ANC clinic and
Supplies for testing of syphilis and HIV are available at the laboratory level.

Drugs (penicillin, ART etc) are available in the STD clinics and maternity wards where relevant.
Afunctioning referral system is available to ensure the management of pregnant women who
are identified as having syphilis or HIV

An effective information system is available to monitor the programme.

Health education activities are carried out to raise the awareness of individuals, families and
communities of the importance of attending ANC clinics early in pregnancy and syphilis and
HIV prevention and management.

Applying the standard
Providers of maternal and neonatal health care, in particular public health staff must:

Screen all pregnant women for syphilis and HIV at the first antenatal visit. Screening should
be done preferably before 12 weeks of gestation to prevent congenital infection.
Review syphilis and HIV test results at subsequent visits. All the women with positive
screening test need to be referred to STD clinic for further management.
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If a woman was not tested during pregnancy, syphilis and HIV screening should be offered
after delivery.

Manage all women who are seroreactive for syphilis according to the stage of syphilis
following national guidelines at the STD clinic.

Manage all women with positive HIV test according to the national guidelines to
prevent mother to child transmission of HIV

Discuss with the woman the importance of treatment for herself, her partner(s) and the
baby, explain the consequences of not treating the infection, and discuss the necessity
of condom use during treatment.

Make plans to manage the baby at birth.

Advise women who test positive that their partner(s) must also be screened and
managed according to the stage of syphilis. The babies also need to be screened as soon as
possible after birth.

Advise women and partners who test negative how to remain negative.

Screen all women with adverse pregnancy outcome (abortion, stillbirth, syphilitic infant,
etc.) for syphilis and HIV, if not screened.

Screen all women with syphilis or HIV for other STls, and provide counseling and
management accordingly.

Record test results and if positive for syphilis or HIV details of management, in the clinic and
pregnancy records.

Maintain the confidentiality of the information regarding the patients.

Audit

Input indicators

National policies and guidelines on syphilis and HIV prevention, management and care
in pregnant women are available and are correctly implemented.

The proportion of health facilities providing ANC services that have screening facilities
for syphilis and HIV.

Process and output indicators

Coverage of syphilis screening in pregnant women

Coverage of HIV screening in pregnant women

Coverage of correct management of syphilis in pregnant women at the STD clinic

Coverage of correct management of HIV in pregnant women at the STD clinic

Coverage of partners tested and managed accordingly

Coverage of babies born to syphilis positive mothers who received appropriate
treatment.

Coverage of babies born to HIV positive mothers who received prophylactic ARV treatment

Outcome/ Impact indicators

Incidence of congenital syphilis

Incidence of HIV among infants

Perinatal and neonatal mortality and morbidity due to congenital syphilis.
Perinatal and neonatal mortality and morbidity due to paediatric HIV
Stillbirth rate.
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Annexure 3 - Instructions on sample collection and handling for HIV and VDRL in antenatal clinics

Instructions on sample collection and handling for HIV and
VDRL in antenatal clinics

Introduction

The quality of results of blood testing is dependent on the sample quality. Therefore, it is very necessary
to ensure that blood specimens received to the laboratories of National STD/AIDS Control Programme
are of good quality. Good quality samples lead to accurate reliable results while the poor-quality samples
may give rise to erroneous results.

Objectives of this document

To make the staff aware about

Good quality sample emphasizing the facts required for good quality.
Sample collection

Sample transport

Sample storage

Bio safety and infection control measures in collecting and handling samples

Samples collection

Equipment needed Procedure

Preparation Select an appropriate quite clean and well-lit area
-Hand hygiene materials Let the mother sit comfortably.

(soap and water or alcohol | Perform hand hygiene.

rub) Check that the request form matches the mother’s identity and
-Well-fitting gloves identification number.
-Tourniquet Verbally inform and obtain consent from the mother to collect blood.

Apply the tourniquet above the site to be punctured.

Put on well-fitting gloves.

Disinfect the collection site with a 70% alcohol swab for 30 seconds
and allow to dry completely.

Blood drawing Puncture the skin 3-5 mm away from the vein at 300angle.

when Gently draw the syringe plunger back.

Single-use disposable Once the blood flow begins, the tourniquet should be loosened.
needles, syringes and plain | Gently draw the syringe plunger back until the syringe is filled with
tubes are used the required volume of blood.

Required volume is 4 ml blood in a single tube (2 ml per each test)

when Insert the specimen tube into the plastic needle holder (vacutainer
Plastic needle holder barrel)

(Vacutainer barrel) Puncture the skin 3-5mm away from the vein 300 angle.
vacutainer needles and Once the blood flow begins, the tourniquet should be loosened.
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plain vacutainer tubes are After the tube is filled with required volume, remove the tourniquet.
used

After blood drawing Apply a cotton swab/dry gauze to the site and slowly withdraw the
-Gauze /cotton needle.

-Sharp bin Inject the blood sample extremely slowly into the tube minimizing the
-Tube rack pressure and velocity.

Discard the needle and syringe together into the sharp bin.
Do not remove or recap the needle.
Apply digital pressure to puncture site for 2-3 minutes.

Sample transport

Keep the samples in the tube rack for 30 mins for clot formation
Transport samples to the laboratory as soon as possible.

Use a leak proof container with upright tube rack inside.

Do not keep the request forms in contact with samples.

Sample storage

Samples should be refrigerated at 4°C after collection. Send the sample to the laboratory within 24 hrs. If
not send them at least within 3 days and take necessary measures to minimize the storage time.

Factors influencing a good outcome of laboratory results during collection and transport include,

Carrying out phlebotomy by properly trained staff in phlebotomy.

Not allowing alcohol to remain in the puncture site as it may cause haemolysis.

Use of the correct gauge of hypodermic needle (preferably 21G) to prevent haemolysis.
Drawing blood slowly and steadily.

- Avoiding vigorous suction on the tube which causes haemolysis.

- Injecting the blood sample extremely slowly into the tube minimizing the pressure and velocity to
prevent haemolysis.

- Labeling immediately all specimen tubes by the collector and ensure they are accurately labelled.

- Keeping the samples in room temperature and allowing to clot before refrigerating.

- Transporting samples to the laboratory as soon as possible. (The longer you keep samples in the
refrigerator, the chance of haemolysis and decomposition will increase)

An incident reporting system

A system is required for reporting all adverse events. A log book or register should be established with
accurate details of the incident, possible causes and management of adverse events.
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Annexure 4 - Laboratory form National STD AIDS Control programme, Ministry of health

National STD/HIV Reference Laboratory
No.29, De Saram Place, Colombo 10, Sri Lanka
Tel: 0112667163, Tel/Fax: 0115336873

NSACP/10/ANC/2

REQUEST FOR SYPHILIS / HIV TESTING IN ANTENATAL

MOTHERS
INSEILULION / CHNIC ettt sresae st et sa e e be st st sreensennesens
MOH Area e e e e e e s sre e
Date of Sample ColleCtioN ......ccoveeeeee e e
Patient No (ANC) | Age Parity POA HIV Results VDRL Results
Name of Collecting Officer Designation Signature
Name of Medical Officer Designation Signature

REPORT (Laboratory use only)

Date/Time of Receipt of Samples

(D) o

Consultant Microbiologist: ..........cccoveeeueneee.

(D) I
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Annexure 5 - EMTCT congenital syphilis: Case investigation form

EMTCT Congenital Syphilis: Case Investigation Form

National STD/AIDS Control Programme, Ministry of Health Cs_V11.10.2018

Name of the STD clinic: Mother’s file number

Baby’s file number

Completed by (name & designation): Date

Note: Fill this form for all pregnant women with positive TPPA results, {including previously treated inactive syphilis) and for children
diagnosed with congenital syphilis.

A. Details of the pregnant woman with syphilis

Risk & vulnerability factors (e.g. FSW, DU, Psychosocial etc.) ]|

1 Age in years
2. District of residence

3. Nationality 1. Srilankan 2. Foreign (country: )
| 4. Ethnicity

b:

6.

Past obstetric history
(parity, miscarriages, still births etc.

7 Date and Stage of syphilis diagnosis

8. LRMP 9. POA of pregnancy at registration

10. POA at VDRL testing 11. POA at registering for EMTCT services
12. VDRL result (initial) 13. VDRL result (closest to delivery)

14. TPPA result 15. Results of additional syphilis tests

-_"16. Treatment
{date /medication/dose/route):

17. POA at treatment {weeks) 18. Gestational age at delivery (weeks)

19 Pregi":anc\,cr outcome 20. Mother’s HIV test result

Detarl's a_f the sexua! parmer/s

I 21 Fllenumberlsoft e partner/s ]

i VDRL/TPPA and syphilis stage of the partner/s !

23. Partner/s’ treated and date: l.Yes 2.No Date:
B. Details of the baby
24. Date of birth 25. Facility/Place of birth
26. Mode of delivery 27. Birth weight
| 28. Date of fi_rEF VDRL 29. Titre of first VDRL

30. Management of the baby
(prophylaxis or treatment details.)

31, Iftreated as congemtal syphlhs reasons for
diagnosis? (clinical, inadequate/non-penicillin
treatment of mother etc.)

(32, Date, type and results of additional tests
(DG, IgM, CSF VDRL, X-Ray etc.)

| 33. Baby's VDRL & TPPA result around 18 month Date |
____34. Baby’'s last available VDRL&TPPA result Date
35. Baby’s final diagnosis Date

| Other relevant information (Describe attempts to follow-up, if available):
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Annexure 6 - EMTCT HIV: Case Investigation Form

EMTCT HIV: Case Investigation Form

National STD/AIDS Control Programme, Ministry of Health

HIV_V 11.10.2018

Name of the STD clinic:

Completed by (name & designation):

Mother's file number
Baby’s file number
Date

Note: Fill this form to all HIV confirmed pregnant women registered in the clinic

A. Details of the pregnant woman with HIV

Age in years

. District of residence

Nationality_ j

1. SriLlankan

2. Foreign (country: )

Details of the current pregnancy

. LRMP 9. EDD
. POA of pregnancy at 11. POA at registering for EMTCT
......... registration services
12. 1% CD4 count during this & : .
bregnancy & date 13. 1 VL during this pregnancy & date
14. Other relevant diagnosis S —
_________ (T8/syphilis/other] 15. Date of ART initiation
16. ART regimen during thfts_‘p‘_regnanw
11, Adierenice (23596, 90-23% 18, CD4 count at third trimester
<80%)
19. Viral load closest to 36 4o
_________ weeks of POA 20. Number of ANC visits
21. Post-partum family planr_‘,'{ng method
Details of the sg)_(ua.' partnff{;_ i
22. Partners HIV status 23 I:oposnwe fle
24, Partners ART regimen
B. Details of the baby
| 25. Date of birth 26. Facility/Place of birth
27. Mode of delivery 2. Ges:tatlnnal Bpeat
_________ delivery
29. Baby's birth 30. Infant feeding (exclusive
_________ weight formula/ breast feeding)
31. ARV prophylaxis for baby
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Annexure 7 - Pregnancy record (H512)
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Clinic Notes:
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Annexure 8 - Poster EMTCT of HIV
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Be the best mothe Lu can be

(JITEbundlelofyoy
Let it be born free of HIV/AIDS

Protect our children
from HIV/AIDS

),,»“ i Effective treatments are available
For more details

contact your nearest STD clinic

intional STO/AIDS Control Programme, No, 20, De Saram Place, Colombo 10, Tek: 011 2667163 Fox: D11 5336873, 263
oordination: Mulb-Seciorial Unit, National STD/AIDS Control Programme, Tel: 011 2687625 E-maik multiunitnsacp@yahoo.com
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Annexure 9- Leaflet For pregnant women on service package
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Annexure 10 — Request for HIV antibody test

Confidential

National STD/AIDS Control Programme, Ministry of Health, Sri Lanka
STRATEGIC INFORMATION ON LABORATORY CONFIRMED

HIV INFECTIONS

(VERSION: 06/07/2041/5IM)

Office use only

seiaino. [ [ ][] ][]
stvo. [T ][]

Comments:

Instructions: 1. Complete for all new and old HIV infected persons
2. Circle correct answers
3. Send completed forms in a confidential cover to:

Coordinator, SIM Unit, through Director, National STD/AIDS Control

Programme, 29, De Saram Flace, Colombo 10

1. Identification information
12 FIRST NAME (last two letiersonly) | |[ |

1.2 LAST NAME (last two letters only)
1.3 DATE OF BIRTH (dd/immiyyyy) EEEE ARF, ¢ A

1.4 HIV CLINIC NUMBER D DD DD D

2. Socio-demographic information
2.1 8EX
l. Male
Il. Female
Ill. Cthers (transgenderitransvestite etc)

2.2 AGE AT DIAGNOSIS(years/months, if <1 year) | ][ |
23 DISTRICT OF RESIDENCE

2.4 COUNTRY OF BIRTH
I. Sri Lanka II. Other (specify)

2.5 MARITAL STATUS
I Never married
Il Currently married/Living together

IIIl.  Separated/Divorced/Widowed
2.6 ETHNICITY
| Sinhalese II. Tamil
Ill. Moore V. Other
2.7 OCCUPATIONAL STATUS
I. Unemployed II. Student lll. Retired

I\V. Employed as

6. Information on exposure to HIV
6.1 SEXUAL EXPOSURE(mark only one response)
|. Sexual contact with person of opposite sex
Il. Sexual contact with both sexes
Il. Sexual contact with person of same sex
IV No sexual contact
V. Noresponse

6.2 HISTORY OF BLOOD EXPOSURE
|. No
II. Injecting drug use
lIl. Receiptof blooditissue, specify year ~ -mmeeeeeeee-
V. Needle stick injury/Mucosal splash, specify year ----———-—-

6.3 ACQUIRED FROM MOTHER TO CHILD TRANSMISSION
|. Yes II.Ne [l Not known

6.4 Ever engaged in commercial sex work/Client of sex worker?

I. Yes II. No [1l. No response

65 Ever gone abroad?
I. Yes II. N [Il. No response
If yes, give details {countries, purpose and duration)

6.6 Ever had sex with a foreigner?
. Yes Il.Ne 1Il. Not known/No respense

3. HIV Testing details
3.1 SAMPLE NUMBER

3.2 DATE OF LAB CONFIRMATION(dd/mm/yyyy) —-—f—/——

3.3 EVER TESTED FOR HIV BEFORE?
I. Yes (date of last neqgative report)
Il. Never
I1I. Not known

4. Reason for HIV testing (More than one option possible)
. Voluntary testing
II. Provider initiated testing
lll. Investigation of clinical symptoms suggestive of HIV
V. Partner/spouse/parent/child, diagnosed with HIV infection
V. STD screening
VI. Blood donor screening
VII. Screening before medical/surgical procedure
VIII. Screening for Visa/lnsurance/Legal / Foreign jobs
IX. ANC screening
X. Others (specify).........ccceen

7. Information of spouse (or living-together partner)
7.1. HIV STATUS OF THE SPOUSE
|. Positive II. Negative
Ill. Not known IV. Not applicable

7.2 Has the spouse ever gone abroad?
I. Never Il Yes
if yes, give details (countries and purpose)

Ill. Not applicable

7.3 RISK FACTORS FOR HIV IN SPOUSE
I. None II. MSM III. Sex worker V. Drug user
V. Other (specify)--———-——————
VI. Not known VII. Not relevant

7.4  LIKELIHOOD OF GETTING INFECTED FROM THE SPOUSE?
(Dactor’s opinion based on history and clinical picture)

| Likely II. Unlikely
Ill. Not sure IV. Not applicable

5. Clinical status of the HIV infected person at the time of
diagnosis
|. Asymptomatic  Il. Symptomatic HIV __ ILAIDS

8. Information of reporting doctor

8.1 NAME OF DOCTOR
8.2 DESIGNATION

8.3 ADDRESS/PLACE OF WORK
8.4 DATE OF REPORTING

Page 81




