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EVALUATING THE NATIONAL PROGRAMME FOR THE PREVENTION OF MOTHER-TO-CHILD TRANSMISSION OF HIV (PMTCT)
Monitoring and Research Framework

1. BACKGROUND

The national DoH has decided to introduce a PMTCT prevention programme in two "learning sites" per province. There are several good underlying reasons and justifications to this approach (as opposed to immediate nation-wide implementation). However, it is important that appropriate research and monitoring is carried out so that the country as a whole can properly learn from these sites.

This will not only benefit the effectiveness and efficiency of the PMTCT programmes in each of the learning sites, but it will also contribute to the planning that will be required for a roll-out of PMTCT services further down the line. Through these 18 sites, we can learn how to best plan and implement an effective and efficient PMTCT programme.

An overarching national framework is required to ensure that:

· All pilot sites are evaluated systematically and comparably

· All questions critical to future decisions on PMTCT are identified and action taken to ensure that appropriate research is conducted to answer these questions

· Research efforts are effectively co-ordinated across provinces and research institutions

· Appropriate and sufficient resources can be allocated to undertake the necessary research

2. OBJECTIVES OF THE PMTCT PROGRAMME   

The programme aims to demonstrate the feasibility of integrating a PMTCT programme into existing routine Mother-Child-Health (MCH) services, and its ability to avert vertical transmission and reduce childhood mortality rates.

The specific objectives of the monitoring, research and evaluation framework are to assess:
· The feasibility of providing voluntary confidential counselling and testing services (VCCT) in clinics and hospitals offering ANC services

· The acceptability of providing VCCT services in the context of PMTCT 

· The acceptability of anti-retroviral therapy for PMTCT

· The feasibility of providing counselling on safe infant feeding practices for HIV infected women in clinics offering routine ANC services

· The impact of infant feeding counselling on the choice of feeding practices of HIV infected women

· The costs of establishing and running a PMTCT programme

· The feasibility of integrating the follow-up of infants born to HIV positive women in routine child health services and IMCI services where applicable

· Mechanisms of improving follow-up care for HIV-positive women post delivery

· The impact of PMTCT interventions on other PHC and HIV/AIDS related programmes

3. A COMPREHENSIVE PMTCT MONITORING AND RESEARCH FRAMEWORK 

3.1 Levels of research

There are many dimensions to a comprehensive monitoring and research framework for PMTCT. Data and information of different types and from various sources will have to be collected at differing frequencies. It is useful to distinguish three different levels of data and information.

1. Level 1: Routine monitoring. Any health programme requires an evaluation component built into its day-to-day management and delivery of services. Level 1 monitoring consists of the routine data collected through the information management system under the responsibility of the programme implementers and service providers. Level 1 monitoring and evaluation must be built into all of the 18 pilot sites and the National Chief Directorate: HIV/AIDS/TB has developed a routine M&E system as part of the national PMTCT protocol.

2. Level 2 Research. Level 2 research refers to data and information over and above what is collected through the routine M&E system of the service delivery sites. It will include information and data about costing and the provincial organisation and management of the national PMTCT programme. This is data that will be collected by people who are not involved with the delivery of the PMTCT service, and may involve the use of DoH staff or external researchers.

3. Level 3 specialised / intensive research Level 3 specialised / intensive research builds on the data and information from levels 1 and 2. It is research that requires the intensive involvement of researchers and resources because of methodological difficulties and challenges. For this reason, Level 3 research will only be feasible in selected sites to ensure feasibility and high levels of quality.
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All three levels of monitoring, evaluation and research build upon and inform each other. 

3.2 Areas of research

In addition to these different "levels" of monitoring, evaluation and research, there are a variety of "areas" of monitoring, evaluation and research that need to be considered for the PMTCT programme. The national DoH has identified the following "research areas" for the PMTCT programme.

Research Area A: Demographic, socio-economic and health status characteristics of catchment population

· General demographic data (population; age distribution; racial composition; rural/urban split)

· Poverty and employment levels

· Education and literacy

· IMR

· MMR

· Reproductive health indicators (fertility rate; teenage pregnancy rate; ante-natal syphilis positive rates; family planning utilisation rates)

· Immunisation coverage

· STD and TB rates

Research Area B: General and health care infra-structure of catchment area

· Physical infra-structure (Roads, transport, access to water, electricity, telephones)
· Physical access to health care services - distance in km or time to nearest clinic or hospital

· Number of clinics (and clinic : population ratio)

· Staffing of clinics and hospitals 

· Number of midwives (+ population and delivery ratio)

· Number of PNs with post-basic paediatric training (+ population and delivery ratio)

· Number of ADMs (+ population and delivery ratio)

· Number of doctors (+ population and delivery ratio)

· Number of doctors with obstetric or paediatric skills (+ population and delivery ratio)

· Number of trained HIV counsellors (+and delivery ratio)
· Description of services available at clinics - antenatal care, paediatric care, medical care

· Health care services and utilisation

· Number of facility-based deliveries

· % of all deliveries in a health facility

· % of women getting antenatal care

· % of women getting antenatal care that deliver in a health facility

· Caesarean section rate

· Availability of transport and personnel for community outreach

· Referral mechanisms (distance, time, transportation, statistics on obstetric referrals etc.)

Research Area C: Organisation of health care system and health service accessibility / utilisation

· Organisation and management of clinics and district hospitals

· Links between hospitals and clinics - in obstetrics, paediatrics, general medicine

· Organisation and management of HIV programme

· Organisation and management of PMTCT programme

· Description of PMTCT facilities, services and staff prior to initiation of MTCT program.

· Inter-action between the 'learning sites' and the province during the planning and implementation phase

· Staffing levels and rate of turn-over of personnel involved with pMTCT programme

· Space allocation for VCCT and clinical care

· Budget

· Routine M&E and health information system (VCCT, QRV drug distribution, labour and delivery register, paediatric registers)

· Selection, organisation, training and support of health care staff involved in PMTCT programme (Counsellors, obstetric and midwifery staff and clinic staff)

· Procurement and distribution systems (Test-kits / ARV medication / replacement feeds)

· Community Action and Social marketing

· Problem solving capacity 

Research Area D: Uptake and quality of PMTCT service
· Rates

· Percentage of all pregnant women who get counselled.

· Percentage of all pregnant women accept testing for HIV 

· Percentage of women who return for post-test counselling

· Percentage of HIV (+) pregnant women who receive NVP

· Percentage of HIV (+) pregnant women who deliver in a health facility

· Percentage of HIV (+) pregnant women who take NVP before delivery

· Percentage of babies born to HIV (+) women who get NVP

· Percentage of babies who receive formula before discharge.

· Percentage of women selecting exclusive breast feeding at discharge
· Percentage of women selecting formula feeding at discharge

· Percentage of  women selecting mixed feeding at discharge

· Explanations

· Reasons for pregnant women not being HIV counselled and tested 

· Reasons for HIV Positive pregnant women not receiving or taking NVP 

· Quality of patient care (VCT for HIV, Obstetric care, HIV care and Counselling on nutrition and child care)

Research Area E: Cohort follow-up of children and mothers
· Children

There are three sub-cohorts of infants: infants born of mothers who refused an HIV test; infants born of mothers with an HIV Positive test; and infants born of mothers with an HIV negative test. The required data to be collected:
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· Mothers

The pMTCT programme is going to uncover a large number of HIV positive adults as a consequence of HIV testing. It is as important to monitor and track their health as well as the type and quality of care they receive. There are also three sub-cohorts of mothers: mothers who refused an HIV test; mothers with an HIV Positive test; and mothers with an HIV negative test. 
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Research Area F: Effect of PMTCT programme on the rest of the health care system
A PMTCT programme has the potential to have a number of positive and negative spin-offs. A proper evaluation would therefore evaluate the effect of a PMTCT programme from a broad health care systems perspective.

· The effect of the pMTCT programme on maternal health care

· Changes in the demand and utilisation of maternal health care

· Changes in the quality of maternal health care (both clinically and in terms of patient counselling)

· Changes in the C/S rate 

· The effect of the pMTCT programme on other PHC services

· Amount of resources for other PHC services / clinical areas

· General supply and support systems 

· The effect of the pMTCT programme on the rest of the HIV programme

· Changing demands for VCCT in men, non-pregnant women and children.

· HBC

· STDs

· Community-based prevention
Research Area G: Cost

The "cost" of implementing a PMTCT programme needs to be assessed in order to inform a future roll-out. The following cost items needs to be estimated in terms of "start-up costs' and "running costs":

· Breakdown of dedicated MTCT budget and expenditure

· Management and planning (managerial time, national support visits, workshops etc.)

· Physical infra-structure (e.g. making space available, building new rooms)

· Training

· Staffing

· Testing kits 

· Medicines

· Infant formula

· Clinical time (e.g. time required for VCT etc.)

· Lay involvement (e.g. CHWs, volunteers etc)

Research Area H: The Community and the community response

· Level of knowledge and understanding about HIV and pMTCT

· Attitudes and perceptions about HIV and about pMTCT

· Availability and accessibility of community-based HIV and child welfare support structures and services

· Knowledge and attitudes to breast feeding and formula feeding

· Quality of community health promotion and IEC

Research Area I: Clinical research

· Nevirapine resistance studies

· Studies focussing on the benefits of Cotrimoxazole

· Adverse reactions / toxicity

3.3 Summary of the research framework


Level 1 

Routine monitoring and evaluation
Level 2 

Research
Level 3 

Specialised and intensive research

Research Area A: Demographic, socio-economic and health status characteristics of catchment population


The above data should be available from the routine HIS.
· General demographic data (population; age distribution; racial composition; rural/urban split)

· Reproductive health indicators (fertility rate; teenage pregnancy rate; ante-natal syphilis positive rates; family planning utilisation rates)

· STD and TB rates 

· IMR

· MMR

· Poverty and employment levels

· Education and literacy

· Immunisation coverage

The above data may be available from secondary sources, and will need to be collected and updated yearly.


Research Area B: General and health care infra-structure of catchment area



· Physical infra-structure (roads, transport, access to water, electricity, telephones)
· Physical access to health care services - distance in km or time to nearest clinic or hospital

· Number of clinics (and clinic : population ratio)

· Staffing of clinics and hospitals 

· No. of midwives (+ population & delivery ratio)

· No. of PNs with post-basic paediatric training (+ population & delivery ratio)

· No. of ADMs (+ population & delivery ratio)

· No. of doctors (+ population & delivery ratio)

· No. of doctors with obstetric or paediatric skills (+ population & delivery ratio)

· No. of trained HIV counsellors (+ delivery ratio)
· Description of services available at clinics

· Health care services and utilisation

· No. of facility-based deliveries

· % deliveries in a health facility

· % women getting antenatal care

· % women getting antenatal care that deliver in a health facility

· C/Section rate

· Availability of transport and personnel for community outreach

· Referral mechanisms (distance, time, transportation, statistics on obstetric referrals etc.)
More detail on listed data items under Level 2 research.

Research Area C: Organisation of health care system and health service accessibility / utilisation

· Organisation and management of clinics and district hospitals

· Links between hospitals and clinics (obs., paeds and gen. med.)

· Organisation and management of HIV programme

· Organisation and management of PMTCT programme

· Description of PMTCT facilities, services and staff prior to initiation of MTCT program.

· Inter-action between the 'learning sites' and the province during the planning and implementation phase

· Staffing levels and rate of turn-over of personnel involved with pMTCT programme

· Space allocation for VCCT and clinical care

· Budget

· Routine M&E and health information system (VCCT, QRV drug distribution, labour and delivery register, paediatric registers)

· Selection, organisation, training and support of health care staff involved in PMTCT programme (Counsellors, obstetric and midwifery staff and clinic staff)

· Procurement and distribution systems (Test-kits / ARV medication / replacement feeds)

· Community Action and Social marketing

·    Problem solving capacity
More in-depth detail on all of the listed data items under Level 1 and 2 research.

Research Area D: Uptake and quality of PMTCT service

· Percentage of all pregnant women who get counselled.

· Percentage of all pregnant women accept testing for HIV 

· Percentage of women who return for post-test counselling

· Percentage of HIV (+) pregnant women who receive NVP

· Percentage of HIV (+) pregnant women who deliver in a health facility

· Percentage of HIV (+) pregnant women who take NVP before delivery

· Percentage of babies born to HIV (+) women who get NVP

· Percentage of babies who receive formula before discharge.

· Percentage of women selecting exclusive breast feeding at discharge
· Percentage of women selecting formula feeding at discharge

· Percentage of  women selecting mixed feeding at discharge
· Reasons for pregnant women not being HIV counselled and tested 

· Reasons for HIV Positive pregnant women not receiving or taking NVP 

· Quality of patient care

· VCT for HIV 

· Obstetric care 

· HIV care

· Counselling on nutrition and child care


More in-depth detail on all of the listed data items under Level 2 research.

Research Area E: Cohort follow-up of children and mothers

Passive facility-based follow-up of cohort of mothers and children:

· Obstetric and neonatal data


· HIV status

· Nutrition, morbidity and mortality



· Breastfeeding / formula feeding



· Condition of mother 



· Social situation



· Health care utilisation / care received
· 

Active and full follow-up of mothers children:

· Obstetric and neonatal data


· HIV status

· Nutrition, morbidity and mortality



· Breastfeeding / formula feeding



· Condition of mother 



· Social situation



· Health care utilisation / care received

Research Area F: Effect of PMTCT programme on the rest of the health care system
The effect of the pMTCT programme on maternal health care

· Changes in the demand and utilisation of maternal health care
· Changes in the C/S rate


The effect of the pMTCT programme on maternal health care

· Changes in the quality of maternal health care (both clinically and in terms of patient counselling) 

The effect of the pMTCT programme on other PHC services

· Amount of resources for other PHC services / clinical areas

· General supply and support systems 

The effect of the pMTCT programme on the rest of the HIV programme

· Changing demands for VCCT in men, non-pregnant women and children.

· HBC

· STDs

· Community-based prevention

Research Area G: Cost



· Breakdown of dedicated MTCT budget and expenditure

· Training

· Staffing

· Testing kits 

· Medicines

· Infant formula

· Lay involvement (e.g. CHWs, volunteers etc)

· Management and planning (managerial time, national support visits, workshops etc.)

· Clinical time (e.g. time required for VCT etc.)
More in-depth research to supplement the Level 2 data and information.

Research Area H: The Community and the community response


· Availability and accessibility of community-based HIV and child welfare support structures and services


· Level of knowledge and understanding about HIV and pMTCT

· Attitudes and perceptions about HIV and about pMTCT

· Knowledge and attitudes to breast feeding and formula feeding

· Quality of community health promotion and IEC
More in-depth research to supplement the Level 1 and 2 data and information

Research Area I: Clinical research
· Toxicity and adverse reactions 

· Nevirapine resistance studies

· Studies focussing on the benefits of Cotrimoxazole

4. MANAGEMENT OF THE MONITORING, EVALUATION AND RESEARCH FRAMEWORK UPDATE AND PROVINCIAL READINESS TO COMMENCE WITH PMTCT PROGRAMME
A small sub-group which has worked on creating this research framework will oversee the implementation of this framework in the PMTCT sites. This sub-group is part of the National Steering Committee for PMTCT. All research done in the sites will be endorsed by this Research sub-group before final endorsement by MinMEC.

In view of the intense nature of the Level 2 and 3 research, it will be necessary to sub-contract research organisations to work closely with the DoH. The National Steering Committee has already looked at several ways in which this can be addressed. Several agencies will be appointed to assist in conducting these intense research activities and these agencies will be expected to find the necessary manpower to execute these tasks. One of these agencies, which has already participated and contributed to the research framework is the Health Systems Trust.

All data generated from the sites is the property of the National Department of Health and will not be used by any individual for private research purposes. Members of the Research Sub-Committee will not use any data generated by the sites without permission from MinMEC.
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