WHO Regional orientation meeting on the validation of
elimination/pre-elimination of mother-to-child transmission
of HIV and Syphilis in the African region,

VICTORIA FALLS, Zimbabwe, 21 to 22 August 2016

MEETING REPORT

1. Introduction

The African Region bears the highest global burden resulting from mother to child
transmission of HIV (MTCT), with more than 90% of new HIV infections among children
(0-14) with Twenty-one countries in the region accounting for more than 70% of new HIV
infections globally. An estimated 1 million pregnant women are infected with syphilis
globally each year, the majority of these women are in Africa. Untreated maternal syphilis
results in congenital syphilis in over half of affected pregnancies and can lead to early fetal
loss, premature birth, stillbirth, low birth weight (LBW), complications from infection, and
neonatal death. Syphilis diagnosis and treatment is one of the most cost-effective and feasible
interventions in low-resource settings. The key goal of the Global Plan and the Regional
Framework was to eliminate MTCT of HIV and Syphilis as a public health threat.

By the end of 2015, most of the 21Global Plan priority countries in the Africa region had
made good progress in the area of PMTCT, and globally new HIV infections among children
had been reduced by 60%. An estimated 1.6 million of new infections in children have been
averted. A growing number of countries in the Africa region are showing interest in
undergoing validation for the elimination of Mother-to-Child Transmission of HIV and that
of Syphilis. WHO/AFRO has therefore established a regional mechanism to support the
process in African Region. An orientation meeting was organized in Victoria Falls,
Zimbabwe 21-22 August, 2016

2. Objectives of the meeting:

» Orient participants on the criteria, processes and other requirements for MTCT
elimination/pre-elimination validation

» Share lessons learned from ongoing experiences with countries from other regions that
have been validated as well as with other programs in AFRO such as EPI, IVD, NTD, etc.

» Review and discuss MTCT elimination/pre-elimination country assessment tools and
checklists.

» Discuss role and responsibilities for the Regional Validation Team as well as the working
process and action plan to validate pipeline countries

» Discuss and agree on the next steps including technical assistance needs for the validation

process
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3. Highlights in the meeting

A total of 37 participants from selected countries (Botswana, Rwanda, Seychelles South
Africa and Zimbabwe), regional validation secretariat (WHO, UNICEF, UNAIDS, UNFPA)
and some Regional Validation team experts fully attended and showed enthusiasm in this
meeting. The meeting was open through WEBEX to external participants and Regional
Validation Team members who were not in Victoria Falls.

The regional validation secretariat is a multi-agency team lead by WHO Regional office
established to coordinate and support the regional validation process. Current members are
from UNICEF, UNAIDS, UNFPA, WHO and EGPAF. A roster of 15 experts called
“Regional Validation Team” was established to assist with country validations in African
region. Members include public health experts, HIV/STIs or PMTCT programme managers,
Obstetricians, Gynaecologists, Paediatricians, Laboratory scientist, Academia, researchers
and people living with HIV. Six of them attended the regional meeting in Victoria Falls.

Prior to the main meeting with country teams, a half-day session was organized as a first
face-to-face meeting between Regional Validation Secretariat and the Regional Validation
Team.

This regional team was oriented and was given the opportunity to contribute to the objectives
and structures of the Africa Regional mechanism, membership, roles and responsibilities as
well as working processes and communication channels.

3.1.1. Orientation on the criteria, process and other requirements for MTCT Pre-
elimination and Elimination of MTCT HIV and Syphilis.

An overview of PMTCT including trends, issues and opportunities was presented including
the ‘Super-Fast Track to End AIDS for children, adolescent, young women and expectant
mothers’ wWhich is the way forward after the Global Plan for the elimination of mother-to-
child transmission 2011-2015.

The history of the validation process was presented as elucidated in the orange book on the
global guidance, criteria and processes for validation of elimination of mother-to-child
transmission (EMTCT) of HIV and syphilis which was released by WHO in 2014. A second
version will be disseminated by the end of 2016. However, the validation process was
contextualized to the Africa Region as it is meant to address the Africa specific situation.
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Based on the most recent data, some countries in African region are making good progress to
achieve the elimination targets. However, it is very unlikely that any high HIV burden
country could meet the case rate criteria of elimination of Mother-to-child transmission of
HIV because of the large pool of HIV positive mothers resulting in high paediatric HIV case
rate. Due to this peculiar situation of high HIV burden countries, WHO came up with the
concept of Pre-elimination to attempt to specifically recognize the progress made in PMTCT
in high burden countries. The Pre-elimination concept outlines the benchmarks that need to
be met and processes to be followed for eligibility to be recognized by WHO as having
achieved Pre-elimination status. Criteria for elimination and pre-elimination status are shown
in the Table 1.

Table 1: Criteria for Elimination of MTCT of HIV & Syphilis and Pre-elimination of MTCT
of HIV

Indicators Elimination Pre-elimination
HIV Syphilis HIV
Impact . MTCT <2% or< |« Case rate < 50 per MTCT <2% or <5%
indicators 5% in Breast Feeding 100,000 live births | in Breast Feeding
populations populations
. Case rate <50 (No case rate
per 100,000 live minimum)
births
Process . ANC coverage> | * ANC coverage> | * ANC > 90%
indicators 95% 95% . Testing in
. Testing coverage | ° Testing coverage ANC > 90%
>95% >95% . ART coverage
. ART coverage . Treatment >90%
>95% coverage >95%

Participants had detailed and extended discussions on the concept of pre-elimination and
raised a number of issues and recommendations. Issues raised included the following:

WHO Regional orientation meeting on the validation of elimination/pre-elimination of mother-to-child transmission of HIV and Syphilis in

the African region, VICTORIA FALLS, Zimbabwe, 21 to 22 August 2016 P age 3



- Is “pre-elimination” the right terminology, given that many years may pass between
pre-elimination and elimination?

- How will this concept be explained to Ministers of Health and donors to galvanise
political buy-in and necessary support towards elimination?

- Should there be an absolute case rate as part of the criteria?

- Should the plan target a reduction in the case rate or an absolute case rate?

- The model that has been adopted is flawed because it is usually used for diseases with
a cure where treatment leads to a reduction of prevalence, but for HIV the treatment
actually increases the prevalence

The meeting agreed that the terminology of pre-elimination might be inappropriate in this
context and that discussions on the process towards the validation should be continued in the
region.

The meeting made recommendations and next steps to move forward including mapping
countries according a typology for high burden and low burden in the validation process and
the revision of the terminology of pre-elimination.

Tools for assessing elimination at country level were introduced to participants and shared.

Guidance for countries wishing to apply for validation of Elimination or pre-
elimination:
Countries that wish to apply for validation of elimination and have reached the reqiured
impact and process indicators are eligible to apply for validation of Elimination or Pre-
elimination. The procedure for applying for validation of Elimination follows a series of
steps:
- The Ministry of Health should submit a request for validation to the WHO country
office

- The Ministry of Health convenes a National Validation Committee (NVC) to assess
the national programme. A set of 4 tools have been developed by WHO and made
available to facilitate the process of validation in country:

o Program assessment tool
o Data quality assessment checklist
o Laboratory quality assessment checklist
o Human Rights and Community engagement checklist
- The National Validation Committee will develop the Country Report

- The Country Report should be reviewed by the appropriate Regional Validation
Committee (RVC). Where there is no standing RVC, it is the WHO Regional Office
which serves the function of the RVC and convenes an independent Regional
Validation Team (RVT) to evaluate the Country Report.

3.1.2. Experiences from elimination/eradication of Polio, Dracunculosis,
Onchocerciasis, Tetanus/Measles in African region

The regional meeting provided an opportunity to clarify some public health concepts
regarding elimination, eradication and control of communicable diseases. A panel of experts
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presented their experiences on eradication on Polio, Dracunculosis, Onchocerciasis,
Tetanus/Measles in African regional and raised the following key issues:

Elimination as a public health problem is a term related to both infection and disease.
It is defined by achievement of measurable global targets set by WHO in relation to a
specific disease. The elimination is the reduction to zero of incidence in a defined
geography zone.

When reached, continued actions are required to maintain the targets and/or to
advance the interruption of transmission. The process of documenting elimination as a
public health problem is called validation.

Eradication is a permanent reduction of case or incidence to zero worldwide.
Certification in the context of polio Eradication is an Independent verification of the
eradication of wild poliovirus

Control is the reduction the incidence to a locally acceptable level

This critical panel session highlighted the trigger points for a country to start the process of
elimination/eradication validation, the in-country process, issues and challenges based in the
respective areas:

Elimination of Maternal and Neonatal Tetanus

No formal structures were put in place for validation of elimination

Process driven by the secretariat jointly managed by WHO and UNICEF

Used programmatic data and field survey

Criteria for elimination : 1 case per 1000 live births

No national committee

Country which has been validated can lose validation status if there is a new cluster of
cases observed

Challenge is absence of committed resources from global partners

Elimination of Measles

Elimination is less than 1 case per 1 million population and 95% coverage of
immunisation in routine EPI and 95% coverage in campaigns

No regional or National verification structures in place. However, a framework for
processes has been proposed by WHO.

Countries are categorised for programmatic purposes including for prioritisation of
technical assistance

Eradication of Polio

Success due to high level of commitment through the Global Polio Eradication
Initiative (GPEI)

Certification is part of country strategic plans

Verification for certification is done independently

Certification is done by region and not by country

National certification committee (NCC) oversees certification process at country level
The Africa Regional Commission for Certification of polio Eradication (ARCC) is the
only body to declare the country polio free and to certify the region polio free.

NO CERTIFICATE is given to countries declared polio free, but a polio free status
declaration letter is send by Chair-person of the ARCC to government through the
Ministry of health (MOH) to congratulate the country highlighting achievements and
remaining gaps to be addressed.
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Elimination of Onchocerciasis and Dracunculosis

- National committee oversees the validation process

- Independent international committee with no national membership locals makes
recommendations to WHO HQ and DG certifies

- Post-elimination yearly surveillance continues

- Inaddition for dracunculosis, there is community based surveillance system

Among major recommendations from this panel, the following was noted:

) For candidate countries there is a need to strengthen monitoring systems and improve
data quality assurance;

i) Regional level to verify country readiness using an independent body.

3.1.3. Overview of validated or certified countries in 2015-2016 and some
reflections concerning GVAC

Five certified countries so far: Cuba (Latin America); Moldova, Belarus and Armenia
(Europe); and Thailand (Asia). Four out of the five countries had very low HIV prevalence
among the population.
The related experience was shared by the members of the Global Validation Committee
(GVAC) and WHO headquarters around the following aspects:

» Process and duration of the validation: national, regional, global

» Issues and challenges

» The lessons learned were highlighted for application where useful in the African

Region.

» Strategies to maintain the elimination status in the 5 countries
The situation of Thailand with high HIV prevalence 2.3%, high population, and high MTCT
rate 10.3% in the early 2000 is the most relevant for the Africa region. The preparation of the
validation process, submission and improvement of Thailand took two years

Lessons learned from the first five countries certified:

In European countries, human rights were of a particular concern because there are still laws
on the books which criminalize transmission of HIV including vertical transmission.
Although no prosecutions have ever taken place, the GVAC felt that the country should
address these laws and they should be revoked as soon as possible. While there were no
reports of forced sterilization and forced abortion for HIV positive women, the GVAC felt
that these issues continue to be addressed annually. These countries were validated with the
caveat that GVAC recommendations include these concerns, and that the GVAC would
follow up with the country in one year to establish whether these concerns were addressed.
The key conclusion was that AFRO countries can learn from Thailand with generalized
epidemic and should consider securing resources for sustainability after certification.

In addition, GVAC “Modus operandi” and activities were shared to inspire the Regional
Validation Team for African region.

3.2. Countries perspectives
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Five countries which have expressed their interest to undergo the process of elimination
validation were selected for this meeting (Rwanda, South Africa, Seychelles, Botswana and
Zimbabwe). They made presentations on their current progress, issues, way forward and
technical assistance needs. These included successes and challenges experienced by each in
their PMTCT national programme.

All the five countries have a successful PMTCT programme and have met the required
process and impact indicators for pre-elimination except Zimbabwe. Two countries
(Botswana and Zimbabwe) have already identified members for the National Validation
Committee. Seychelles has notified zero case of HIV in new-born for the past two years.
Seychelles and Botswana are almost ready to start the validation assessment. Botswana is
planning to host the first national committee meeting in September 2016. Rwanda is planning
to start beginning next year 2017.

However, the most challenging in the five countries is to get data on syphilis from health
facilities and to reach the case rate required (50/100,000 lives birth) mainly for HIV. Data
analysis, monitoring and evaluation systems are a major issue in all countries.

4. Key considerations and recommendations

e The meeting recognized that although the burden of HIV is still very high in Africa, a
number of countries have made tremendous achievements under the 4 prongs and
therefore need to be recognized. However, we still have an unfinished business
including effective retention on ART, syphilis management and implementation of
PMTCT prong 1&2.

We still have a lot of unfinished business in African Region....

(_:) Poor maternal retention postpartum leads to high rates of breast
milk transmission

-C) Lack of focus on “prong 2” and providing women with options to
prevent unintended pregnancy

o Despite the simplicity of diagnosis and treatment of syphilis,
Elimination of Congenital Syphilis has been left behind

e Countries should strengthen quality maternal and child health services including
capacity to generate and collect data on syphilis management in maternal settings.

e There is need to take into consideration the HIV context and epidemic in Africa
compared to other regions of the world and continue the discussion the appropriate
process and indicators especially for high burden countries.
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e Consider revising the Pre-elimination terminology and come up with language which
can be sold to political leaders and modify the language in the policy brief on
elimination to fit the context of high burden countries.

e Categorize countries on where they are in terms of progress and set standards for
different typologies as a process towards validation.

e Resolve the issue of pre-elimination and guide countries on how to move the agenda
including supporting countries that are ready/almost ready to be validated including
Botswana, Rwanda and Seychelles.

e Review and strengthen retention and adherence to MTCT to ensure no loss-to- follow-
up.

e Engage community groups and People Living with HIV (PLHIV) on issues of human
rights and gender equality as well as making resources to women support groups to
support retention.

e Engage Men to reduce Gender based violence.

e Follow up on dissemination of new STlIs global guidance including syphilis as well as
new technologies on dual testing of HIV and syphilis

5. Next steps:

1. Countries to develop Road Maps on elimination of EMTCT and congenital
syphilis aligned to national planning processes including to make sure they form
National Validation

2. Countries to work more to improve syphilis activities, to strengthen data
collection to include % ANC1 women tested for syphilis and % positive for
syphilis treated and report on regular basis on syphilis progress along PMTCT
data.

3. WHO and partners to organize a follow-on consultative meeting for African
region to develop a consensus on the terminology, typology and the guidance for
the validation process in the African region (AFRO)

4. Regional Validation Team to provide technical support to countries including
Botswana and Seychelles ready to start the validation process by the end of 2016.

]
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Annexes:

1. Agenda

SUNDAY 21% AUGUST, 2016

Time

Topics

Presenters/facilitators

Pre-meeting, Moderator: WHO/AFRO

Regional Validation secretariat

14:00- Francoise, Shaffiq

15:00 Discuss the Regional mechanism, roles and (WHO)
responsibilities of the secretariat

15:00 - Regional Validation Team meeting WHO, UNAIDS,

18:00 (involving RVT external participants via WebEXx) UNICEF, UNFPA

18-18.30 feedback

MONDAY 22" AUGUST, 2016

SESSION 1: INTRODUCTION, Moderator: WHO/IST/ESA

08.00- Registration, Administration and security -
08.30 advices Patricia (WHO)
Welcome & Introductory Remarks Francoise (WHO) and
08:30- i
09:00 Objectives, expected results, Adoption of the Biziwick (UNAIDS)
Agenda Introduction of participants Innocent (WHO)
- Overview on Trends, issues, challenges on
mother-to-child transmission of HIV
09:00- globally and in African region Shaffig, Stephen
09:45 (WHO)
- Challenges and opportunities in congenital
syphilis elimination
09:45- :
10-15 Panel 1. Country status and factors of success Laurie (UNICEF)
18;3 Coffee/Tea Break Patricia (WHO)

SESSION 2: Orient participants on the criteria, processes and other requirements

for MTCT Pre-elimination and Elimination of MTCT HIV and Syphilis,
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Moderator: UNFPA

10:30- _ Gl_obal guidance, co_nc_eptsf of _Ellmlqatlon Chika, Shaffiq, .
) indicators and Pre-elimination including the
11:20 . S Maura
demonstration of elimination tools

Discussions on the Global guidance, concepts of
11:20- Elimination indicators and Pre-elimination All
13:00 including the demonstration of elimination tools

+ discussions (continued)

13:00- -
14-00 LUNCH Patricia (WHO)

SESSION 3: Share lessons learned from ongoing experiences with countries from
other regions that have been validated as well as with other programs in AFRO

such as EPI and IVVD, Moderator: UNICEF

14:00- Lessons learnt in EMTCT from Cuba, Moldova, | Angela (GVAC),
14:45 Thailand, Belarus and Armenia + Discussions | Shaffiq (WHO)
Panel 2: Experiences learnt from elimination of
14:45- Polio, Dracuncolosis, Onchocerciasis, Sanni, Francoise
15:30 Tetanus/Measles in African region + (WHO)
Discussions

15:30- -

16-00 Tea Break Patricia (WHO)

16:00- Country presentations Botswana, Rwanda,
) Seychelles, South

16:45 (Progress, issues, way forward and TA needs) Africa, Zimbabwe

16:45. Next steps Jane (U. NAIDS).

17:00 Closure Remarks Francoise, Laurie,

Biziwick, Innocent

2. List of participants

NAME ORGANIZATIO POSITION TELEPHONE EMAIL
N
1 Dr Surbi Modi CcDC Maternal & Infant HIV +1 404 6398909 bktl@cdc.gov
Team Lead

2 Dr Satvinder (Vindi) WHO IATT Normative +41792517368 singhv@who.int
Singh Officer

3 Dr Mary Makomane CDC PMTCT/ Paeds Lead +27 82225242229 uxad@cdc.gov
Mogashoa

WHO Regional orientation meeting on the validation of elimination/pre-elimination of mother-to-child transmission of HIV and Syphilis in

the African region, VICTORIA FALLS, Zimbabwe, 21 to 22 August 2016

Page 10




4 Dr Francoise WHO PMTCT +242 bigirimanaf@who.int
Bigirimana 066664066258
5 Dr Biziwick Mwale UNAIDS Senior Strategic +27 829093233 mwaleb@unaids.org
Intervention Advisor
6 Mr Bechir Ndaw UNAIDS Senior Regional Human | +27 606947821 ndawb@unaids.org
Rights and Law Team
Advisor
7 | Dr Saliyou Sanni WHO Medical Officer +24104743868 sannis@who.int
8 Dr Jules Mugabo WHO NPO/HIV/TB/VH +250 788380092 mugabosemahorej@who.int
Semahore
9 Dr Balcha Masrecha WHO Coordinator — Measles +263 775035369 masrechab@who.int
Control
10 | Ms Maura Laverty WHO Consultant lavertym@who.int
11 | Dr Busisiwe Msimang | WHO HIV focal person +27 828224176 msimangaradebeb@who.int
12 | Mr Ngwarai Sithole Ministry of Health | Senior M&E Officer +263 772937356 ngwasithole@gmail.com
and Child Care,
Zimbabwe
13 | Dr Angela Mushavi Ministry of Health | National PMTCT & +263 772732453 mushavia@yahoo.co.uk
and Child Care, Pediatric HIV Care and
Zimbabwe Treatment Coordinator
14 | Dr Stephen Nurse- WHO Technical Officer +41227911581 nursefindlays@who.int
Findlay
15 | Dr Isseu Diop Toure FHI 360 Country Director +221 772875225 itoure@fhi360.org
16 | Dr Mutale Senkwe WHO NTD Technical Officer | +263 775711142 senkwem@who.int
17 | Mrs Laurie A Gulaid UNICEF Senior Health +27 794955932 Igulaid@unicef.org
Specialist, PMTCT
Paediatric HIV
18 | Ms Jane Batte UNAIDS Strategic Interventions +263 772138618 battej@unaids.org
Advisor
19 | Dr Agnes Mahomva EGPAF Country Director +263 712404911 amahomva@pedaids.org
20 | Ms Veroniqua M Ministry of Program Manager, +248 2822129 veroniqua.bresson@health.
Daisy Bresson Health, Seychelles | Maternal Health gov.se
21 | Dr Koffi Isidore WHO Regional Polio +242 068276101 kouadiok@who.int
Kouadio Certification Officer
22 | Dr Kondwani Ng’oma | UNICEF HIV/AIDS Specialist +27 828290566 kngoma@unicef.org
23 | Ms Joyce Mphaya UNICEF Chief HIV/AIDS +263 739829308 jmphaya@unicef.org
24 | Ms Keagelamang Ministry of PMTCT Training +267 kmalesela@gov.bw
Malesela Health, Botswana | Coordinator 3632307/72157427
25 | Ms Pontsho Pono Ministry of TB/HIV Coordinator +267 72444443 pontshopono@gmail.com
Health, Botswana
26 | Mr Innocent UNFPA Technical Advisor, +27 827403683 modisaitsile@unfpa.org
Modisaotsile SRH/HIV
27 | Dr Morkor Newman WHO Medical Officer +263 772 155630 newmanm@who.int
28 | Dr Shaffiq Essajee WHO PMTCT Focal Point +41792907980 essajees@who.int
29 | Dr Mathurin Cyrille CDC Head, Epidemiology +237 677645258 temacy@yahoo.fr

Tejidkem

and Public Health Unit
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30 | Ms Lillian Mworeko ICWEA ED +256 392947313 Imworeko@icwea.org
31 | MrLeu Leu Ministry of M&E Officer +267 3632335 lleu@gov.bw
Health, Botswana
32 | Ms Lucy Sejo Maribe | WHO NPO/FHP +267 395593 maribel@who.int
33 | Dr Nii Akwei Addo Consultant NI Consultant +233 202012868 naddo@nacp.org.gh
34 | Dr Banyana Madi- Expert
Segwagwe
35 | Dr Lydia Mungherara | Mamas Club CEO +256 772448102 Imungherera7@gmail.com
Uganda
36 | Dr Simbarashe WHO NPO/HIV Prevention +263 772739479 mabayas@who.int
Mabaya
37 | Dr Chika Hayashi WHO Lead, M&E HIV +41702446004 hayashic@who.int

]
WHO Regional orientation meeting on the validation of elimination/pre-elimination of mother-to-child transmission of HIV and Syphilis in

the African region, VICTORIA FALLS, Zimbabwe, 21 to 22 August 2016

Page 12




