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PROBLEM STATEMENT AND RATIONALE 

Two decades into the AIDS pandemic, there is an estimated 600,000 newborns each year carrying HIV acquired from their mothers globally. The effects are dramatic reversing decades of steady progress in child survival especially in Sub-Saharan Africa where 90% of these infections occur [1,2].  Zambia is one of the countries hardest hit by the HIV/AIDS epidemic and has an estimated prevalence rate 19.7 percent. The prevalence of HIV infection in antenatal mothers is extremely high at 29% [3]. Considering that breast-feeding is the main method of infant feeding in Zambia, there is an estimated 20,000 to 30,000 infants every year acquiring HIV through mother to child transmission.

In an effort to reduce infant and child morbidity as well as mortality from HIV, The Government of Zambia launched the Prevention of Mother to child Transmission (PMTCT) program in 1999. This program offers a comprehensive package of care which among other things includes: Voluntary counseling and testing (VCT) to pregnant women and their partners; strengthened quality prenatal services; provision of short course Anti -Retroviral treatment; counseling on condom use and infant feeding. 

However, utilization of the program is very low due to the fact that women do not get tested. All antenatal mothers receive group education and counseling after which they decide whether to have pretest counseling or not.  As of August 2001, only 22% of women accepted one-on-one pretest counseling out of whom   65% of had an HIV test. 90 % of all testing HIV positive, accept to have short course therapy either using Zidovudine or Niverapine. 

Why are women shunning this free service? Considering that Government is under pressure to meet the goal of reducing maternal to Child transmission by 20% and by 50% by years 2005 & 2010 respectively there is urgent need to understand factors that lead to non utilization so as to modify implementation of the expansion program.

BACKGROUND

Mother to – Child transmission is the overwhelming source of HIV infection in young children. Of the five million infants infected with HIV since the beginning of the pandemic, about 90% have been born in Africa [1]. Reported rates of HIV MTCT in the absence of any intervention are higher in developing countries being 25 to 40 percent. MTCT can occur during pregnancy (in utero), during labor and delivery (intrapartum) and during breastfeeding (postnatal). Studies done in Kinshasa indicated that 23 percent of MTCT occurred in utero; 65 percent, intrapartum and 12 percent postnatally through breastfeeding [4]. Various MTCT interventions being studied and demonstrated are bringing hope to many HIV-positive women.

 The ACTG 076 study found that zidovudine (AZT) reduced transmission of HIV to the infant by two thirds [5]. However, the cost of US$1000 per pregnancy precluded reach for most resource-constrained countries. Then in 1998, the Thailand study demonstrated that a short regimen costing US$50 reduced MTCT rates by half [6] in non breast-feeding women. African countries started conducting feasibility studies to determine effectiveness in breast-feeding populations as well as test effectiveness of a number of antiretroviral regimens [7, 8,9]. The cheapest regimen option today is Nevirapine which costs approximately US$ 4 to treat a mother – child pair [10].

As interventions become more widespread, HIV –infected women would have to know their HIV status in order to benefit from them. The decision to take an HIV test is never an easy one. HIV voluntary counseling and testing (VCT) is a critical intervention to help women explore options and make crucial decisions regarding infant feeding and other MTCT-related issues, future pregnancy, and avoidance of HIV [11,12]. VCT is thus an important entry point to HIV prevention and care services and a vital component of MTCT interventions since women have to know their HIV serostatus to access and benefit from these interventions.  The acceptability of VCT will likely be related to the quality of the services (confidential, non coercive, non judgmental) [13, 14]. There is a growing realization that acceptability of testing will be limited unless factors that contribute to decision making by women are tackled.

Utilization of PMTCT program in this paper will include counseling, testing, short course ART, STD prevention and infant feeding counseling.

GENERAL OBJECTIVES 

To identify determinants for the low utilization of Prevention of Mother - to - Child Transmission (MTCT) of HIV interventions by women in Lusaka Urban district, Zambia.

SPECIFIC OBJECTIVES /STUDY QUESTIONS
1. What is the level of enrollment of pregnant women into PMTCT programs across clinics offering this intervention in Lusaka Urban district? 

2. To determine differences in the level of knowledge on MTCT between pregnant women opting for HIV testing and those that refuse. 

3. What is the difference in perceived risk to HIV and MTCT between women that get tested and those who do not?

4. What service factors, as perceived by women, influence utilization of the PMTCT program?

5. What are the social-cultural factors that influence women’s decisions to be tested for HIV and hence utilization of the PMTCT program specifically looking at: - 

· The effect of socio-economic status on the outcome of utilization 

· Knowledge of HIV Status prior to pregnancy

· Acceptability and willingness to use or actual use of condoms in pregnancy in relation to cultural beliefs.

· Fear of communication of results to partners if tested

· Fear of negative consequences upon testing Positive to HIV.

· Stigma around infant feeding issues.

METHODOLOGY

Study type/ population 
This study will be a cross – sectional, prospective and exploratory study comparing three groups of pregnant women attending prenatal clinics in public health maternity centers in Lusaka urban district:

1. Those that receive individual counseling and get tested (VCT)
2. The group that has counseling BUT refuses testing and (Pretest counseling)
3. The group that refuses both counseling and testing. (No VCT)
95% of pregnant women have at least one antenatal attendance during pregnancy although the first visit is usually after 28 weeks gestation. In order to allow for women who may subsequently accept VCT after the first visit, the study will enroll women after 36 weeks gestation. The study will include even those women who knew their status as a way of exploring whether testing prior to pregnancy makes it easier to access PMTCT. 

Although there may be minimal differences between those that get VCT and those that only get pretest counseling, as this is an exploratory study, it is important to make comparisons uniform across all the three groups.

Indicators 

Indicators to measure differences between groups will be demonstrated by: -

· % Of women with knowledge on Mother- to- Child Transmission (MTCT)
· % Of women with perceived risk of HIV and or MTCT
· % Of women that identify service factors influencing their decisions
· Waiting times

· Privacy

· Confidentiality

· Communication, both content and appropriateness

· Adequate number of providers

· % Of women with stigmatized responses on HIV
· % Of women with perceived negative outcomes of disclosure of one’s HIV status

· % Of women with ability to negotiate safer sex with husband. 

Sampling

Sample size

Sample size for this study has been calculated using STATCAL of EPI Info software. 

Sample size was worked out for each variable to get a minimum sample size that would allow for 95 % Confidence level with 80% power for all study questions. If assuming that 90% of those that have VCT will have knowledge on MTCT compared to 75% of those that only have pre-testing counseling, the minimum sample size that would allow to demonstrate this 15% difference using a 1:2 ratio between VCT: Pretest only, will be 87:174 respectively, giving an Odds ratio of 3.0 with a risk ratio of 1.20. On the other hand, assuming that only 70% of the group with no VCT will demonstrate correct knowledge of MTCT as compared to 90% of those with VCT, the minimum sample size that would be required to demonstrate a 20% difference using a 1:3 ratio for the VCT: No VCT is 50:150 with an Odds ratio of 3.86 and a risk ratio of 1.29. 


Therefore the minimum total sample size required will be: -

No VCT

150

VCT


  87

Pretest only

174

------------------------------------

Total


411

--------------------------------------

The total sample to be studied will be inflated to 480 to allow for a ten percent non-response rate.

Sample selection

The sampling frame will comprise all 11 Lusaka urban maternity centers excluding the University Teaching Hospital (UTH) which is a referral centre and women represent high-risk women who more or less are likely to accept VCT. Multistage sampling will be performed in three stages taking into account the diversity of the population and services at various health care centers.

1. Simple random sampling will be used to select six centers considering that the volume load is almost the same. This will reduce bias resulting from purposefully going to centers having adequate and good counseling services. 

2. To ensure representativeness of the three groups of women, quota sampling, taking all women from each of the three cohorts will be conducted. Considering that there is no appointment system in Zambia and all women arrive at the same time in the morning for prenatal care. The number of women attending for each particular day will determine the sampling frame for women to be systematically sampled as they come in until the required number of 80 women for each clinic is reached. 

Study instrument 

Although this study is mainly quantitative, qualitative instruments will be used to compliment quantitative Data as well as inform on the questionnaire structure.  A structured study questionnaire having both open -ended and closed questions will be developed based on previous validated instruments by Horizons, UNAIDS and DHS and be administered by trained research assistants. After women have given verbal consent, they will be interviewed either before having an obstetric exam or on exit. For those being interviewed prior to being seen, arrangements will be made with clinic staff for women to be seen soon after the interview so as to reduce waiting times. 

 The level of measurement for indicators will mainly be nominal and ordinal. Examples of questions are given below but for a detailed questionnaire see Annex 2; -

Can a pregnant woman infected with HIV or AIDS transmit the virus to her unborn child?

1-Yes

2-No

8-Don’t know

9-No response

What can a pregnant woman do to reduce the risk of transmission of HIV to her unborn child? 


For qualitative data, Focus group discussions (FGDs) will be held with three groups;

1. HIV positive pregnant women enrolled in the program

2. HIV positive postnatal mothers in the program (this group has been chosen because they will enrich the data, as they will be speaking from experience having gone through the program.

3. A group of pregnant women

10-15 women will be recruited for FGDs. The first two groups will be recruited from those registered in the program and or through the association of People living with HIV/AIDS (PLWHA). To protect their confidentiality, hypothetical questions on being tested will be given for discussions and responses will be compared to the third group as well as the survey. Using PLWHAs will encourage openness for some who already have come out with their status and thus enrich the study. 

To determine enrollment rates, review of existing clinic records will be done and this will be used as well to triangulate responses on service factors.

Dependent and independent variables 

The dependent variable of this study is HIV testing being the outcome measure influenced by independent variables and counseling as an intermediate outcome.

Independent variables include age; social economic status; parity; knowledge of MTCT and its prevention during pregnancy, delivery, and breastfeeding; perceived risk of HIV and MTCT; waiting time; quality of counseling; stigma fear of consequences; negative and positive outcomes of being tested. 

Stigma is a very difficult indicator to measure. This study will use proxy answers of women having stigmatizing responses.

Data Analysis

SPSS 10.0 will be used to conduct standard statistical analyses of significance including Chi-square, the t-test and Kruskal Wallis 1 way ANOVA test. Multiple regressions to determine relationships between testing and other variables will also be determined. To really understand why women finally choose to be tested, it is important that all indicators are used to compare Group 1 & 2, 1&3 as well as Group 2&3.

For qualitative data, after describing the sample population, the raw field notes (and tapes) will be processed by ordering and reducing/coding the data by using labels following the topics of the discussion guide.  After this, data will be summarized by using graphic displays in charts and figures in a way that makes interpretation easy. Findings will be verified by looking for independent supporting evidence on possible associations and causal links between variables.

Estimated value "dummy" calculations using predicted data values

	Age
	Testing
	Total

	
	Not tested
	      Tested
	

	<  15 years
	5
	1
	6

	15 - 25
	112
	18
	130

	26 – 35
	221
	52
	273

	36 – 45
	53
	15
	68

	> 45
	3
	0
	3

	Total
	394
	86
	480


Pilot study

A pilot study of the questionnaire will be done in advance to ensure that the questions are culturally appropriate, understandable and adequately address the study questions. Feedback from respondents regarding how easy or hard the measure was and information about how the testing environment affected their performance will be another added advantage to pilot test the instrument. Pre-testing the questionnaire will be done in centers that will not be included in the survey to avoid bias. This will also allow assessment of problems in implementation as well as determine the rate of recruitment of women. 

Ethical issues and Consent 

Sexuality and HIV are sensitive issues especially for a community that does not openly discuss sex. Women may feel that their privacy is being violated and therefore, informed consent will be obtained from all women to participate. Participants will be informed of their right to terminate the interview should they feel they no longer want to continue. Confidentiality will be another aspect that will have an impact on the responses, as women may be afraid to give correct responses fearing that the interviewer will talk about them. Training of interviewers is hoped to bridge this problem as well as with- holding names from questionnaires.

For this purpose, Human Subject approval will be sought from institution Review Boards in the States and Zambia.

Limitations of study design

 To what extent does the study design address the question?

The study has been designed to answer as many questions as possible although there may be other confounding factors like community involvement and partner control that may still remain unanswered. 

Representativeness of the sample to the target population

A quota sample for each cohort under study will increase representativeness of the target population. However, quota sampling will mean there is a difference in the proportion of sample sizes, which may affect interpretation. During analysis, this factor will be considered and appropriate adjustments made.

Systematic selection of women for FGDs will also be done to increase representativeness.

The study may exclude women from higher social echelon who chose to attend private institutions, which are not included in the study.
Misclassification and measurement error

Because of the sensitivity of the topic, women may withhold information or give wrong information. A woman may say ‘yes’ instead of ‘no’ and this may lead to her being misclassified and therefore increase measurement error. Taking into consideration that most women may not understand the questions and increase measurement errors, the questionnaire will be administered by the interviewer as opposed to self-administration. 

Generalizability

Lusaka district is highly urbanized and findings may not fully represent rural women’s sentiments especially on service factors and stigma issues.

INPUTS

Setting:

The study will be conducted within the Lusaka urban clinics where women routinely go for their prenatal care. This is to allow women to be comfortable in the setting they are familiar with. 

Space:

Administrative office space will be in the department of Obstetrics and Gynecology at the UTH. All centers have adequate number of rooms used for counseling and these could be used to increase confidentiality and privacy. 

Personnel:

A research team will be formed and will be composed of: a local Principal investigator who will be in charge of the project; a US- based external co- investigator to answer queries that may arise from funders or the IRB; and a statistician for data analysis.

For the actual survey, 5 research assistants will be recruited, trained in the use of the study instruments. Preferably these will be midwives who have had experience in conducting surveys. A facilitator for focus group interviews will have to be hired for this purpose.

Due to Antenatal clinics being held only in the mornings, research assistants will be hired for a half day to conduct at least four interviews a day.

Equipment:

A computer and database software would be necessary. The department has adequate number of computers, which can be used for this research. SPSS is better software for most statistical analyses but in the event that this is not available, Excel and EPI Info could be alternative soft wares. EPI Info is free and can be downloaded from CDC website (http:/www.cdc.gov/epiinfo/)

Finances:

There is US$4,000 available from the PLP program for the project. All participating women will be given some refreshments and snacks for the extra time spent at the clinic. There is need to source for extra funds allow the external co investigator to travel to Zambia. 
Stationary: This will include a tape recorder for focus group discussions.

ACTIVITIES: The activities for the survey are summarized in the cart below:-

	Activity
	2003
	2004
	By whom

	
	Q3
	Q4
	Q1
	Q2
	Q3
	Q4
	

	Finalize research proposal
	x
	
	
	
	
	
	Principal investigator

	Submit for approval and funding
	x
	
	
	
	
	
	Principal investigator

	Formation of research team
	
	x
	
	
	
	
	Principal investigator

	Preparation of study instruments
	
	x
	
	
	
	
	Research team

	Training research assistants in study instruments
	
	
	x
	
	
	
	PI/Statistician

	Pilot testing of study instruments
	
	
	x
	
	
	
	Research team

	Interviews with mothers
	
	
	x
	
	
	
	Research team

	Focus Group interviews
	
	
	x
	
	
	
	Facilitator/PI

	Monitoring of research project
	
	
	x
	
	
	
	Principal investigator

	Data Analysis
	
	
	x
	x
	
	
	Statistician

	Report writing
	
	
	
	x
	
	
	PI/Statistician

	Dissemination
	
	
	
	x
	
	
	Research Team

	Publication
	
	
	
	
	x
	
	PI/Statistician


OUTPUTS

The following outputs are anticipated: -

1. Research proposal

It is expected that a full proposal would have been finalized and approved by both the US and Zambian IRBs by the beginning of September 2003.

2. Research team comprising of: a local Principal investigator, an external co- investigator and a statistician for data analysis.

3. Study instruments

Although the study instruments will be completed before submission to IRB, the final tool will only be after training of the research assistants and pilot testing.

4. Trained research assistants

Interviewers will be trained thoroughly so that they do not introduce measurement errors inadvertently.

5. Research report

After conducting the survey, a report will be written and circulated to various stakeholders both within the Ministry of Health and outside the ministry.

6. Dissemination 

Apart from circulating the report, it is hoped that a dissemination meeting will be held with Policy makers and PMTCT Program managers for policy impact.

As a way of widening the scope of dissemination, the paper will be written up for scientific publication in various journals.

7. Identified gaps in the PMTCT implementation

The main purpose of conducting this survey is to inform on Policy changes in the way the PMTCT is being implemented. If Government is going to spend a lot of money and goodwill in making PMTCT interventions to HIV positive women, the women need to know their HIV serostatus if they have to benefit from it. It is hoped that this paper is going to identify gaps which could be rectified and ensue in increased utilization of the program.

8. Future research questions

Data from this study may be used as baseline for a wider community survey on MTCT. This study may form the base for future research work especially by the many postgraduate students that pass through the department.

IMPACT

It is anticipated that this study will be a useful pilot in designing a bigger study exploring social- cultural issues in communities. As the country prepares to expand PMTCT interventions to other districts, results from this study can be used to change counseling approaches and program strategies to increase community participation and acceptance of PMTCT interventions. 
EVALUATION

Process evaluation of the study will be ongoing trying to meet deadlines especially for IRB submission. Pilot testing the questionnaire will also serve as an evaluation of the training of the research assistants as well as appropriateness of the study instruments.

Quality of data will be maintained by ‘double-punching’ and verification on a daily basis. The impact of the study will be if it is accepted by a peer-reviewed journal and if Policy makers and other stakeholders influence decision making after dissemination.

BUDGET 

	
	Cost (US Dollars)
	Requested from PLP
	Other sources

	Principal investigator (1)
	1000
	
	1000

	Data analyst (1)
	500
	500
	

	FGD facilitator (1)
	300
	300
	

	Project research assistants (5x$15x30 half days)
	2250
	2250
	

	
	
	
	

	Training of research assistants
	300
	300
	

	
	
	
	

	Printing/photocopying
	150
	
	150

	
	
	
	

	Stationery
	100
	
	100

	Travel
	1200
	200
	1000

	Refreshments for participating women ($2x500women)
	1000
	1000
	

	Tape recording for FGD
	100
	
	100

	Computer
	1500
	
	1500

	Data analysis software
	400
	
	400

	
	
	
	

	Dissemination meeting
	200
	
	200

	
	
	
	

	External Co Investigator
	
	
	

	Travel
	2000
	
	2000

	MI&E
	1000
	
	1000

	
	
	
	

	Overhead
	400
	400
	

	
	
	
	

	TOTAL
	US$12,400
	US$4950
	US$7450


Overheads will include money required for IRB and ethical committee submission. It will cover use of Internet services as well as telephone. 

 LOGFRAME refer to Annex 1
LEADERSHIP SKILLS

Conducting this study is going to require conscientiousness to finalize the proposal and study instruments for approval from IRB. Time management is therefore crucial in meeting benchmarks and time-lines. For this to occur the research team will work as a team and this requires enthusiasm, openness and extroversion on the part of the leader. Getting the right kind of research assistants will require negotiation skills for their time and remunerations.

The main aim of the study is to identify gaps in the existing PMTCT program so as to inform mangers and policy makers on areas needing improvement. Dissemination and advocacy skills are some of the most important skills that will be needed. Both these skills need to be complimented by good communication skills to translate findings into a language that can easily be understood. Communication is also important in making arrangements for the survey with various health facilities and in interviewing the women. It is hoped that the training period will be used to come up with the strategy of interviewing women without them feeling threatened.


Apart from leadership skills, this study will also require management skills like administrative skills to organize and maintain the team from beginning to completion of the study. Research and Statistical skills being important for the study, explain why a statistician should be on board from the beginning. 
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ANNEX 1
LOG FRAME

	Narrative Summary
	Objectively Verifiable Indicators
	Means of Verification (MOV)
	Assumptions and Risks

	Goal:

To reduce Mother to child transmission of HIV infections
	Proportion of babies being born free of HIV/AIDS 
	HIV diagnosis by standard Ghent definition or positive serology at 15 months
	- both components of reducing infection through ARVs and breastfeeding counseling have been followed

	Purpose:

To identify gaps in the PMTCT program
	Access to and level of knowledge on MTCT, perceived risk of HIV/MTCT, perceived service factors influencing decision
	- Survey

- Proposal  report
	-Funds available

- approval from DHMT, and consent from pregnant women to be participants



	Outputs:

Research proposal

Research team

Study instruments

Recruitment of research assistants

Survey conducted

Research report

Dissemination meeting

Scientific paper

Identified gaps in the PMTCT implementation

Future research questions


	- Submission for human subject clearance

research team identified and formed

existence of questionaires

-No of contracts signed

5 research assistants recruited

- 480 women or more women interviewed.  

No of reports sent out

No of meetings

No of participants at meeting

No of publications from project

-Recommendations available

-Policy reformulation

-No of women going for VCT 

-Formulation of research questions

-No of offshoot proposals from paper 


	-Application letter to IRB

-Approval letter from IRB

Project records

Project documents

Interviews conducted

Review of contracts

Project work plan

Interviews with recipients of report

Meeting minutes

Review of journals

citations

Project Report

Clinic reports

Center minutes

-Research committees
	- study requires human subject approval.

Already established IRB and Ethical committee in Zambia

Research capacity available

- Proposal has been written

Proposal has been funded

Proposal has been funded

Willingness of women to participate.

Project conducted and Report ready 

Project conducted and Report ready 

Findings are worth publishing

Report written

Recommendations accepted and acted upon

-Results have had impact on Policy

	Activities:

Finalize research proposal

Submit for approval and funding

Formation of research team

Preparation of study instruments

Training research assistants in study instruments

Pilot testing of study instruments/ and conducting Survey

Monitoring of research project

Data Analysis

Report writing

Dissemination

Publication


	- proposal finalized

No of submissions

Amount of funds available

- Team formed

Available study instruments and protocols

- No of research assistants trained

Data entry completed

-  No of women interviewed

-  No of supervision visits

-  No of team meetings  held

- No of research assistants who receive supervisory visits.

- No of charts and Tables from project

completed report

- No of meetings at different levels

- No of presentations

- No of abstracts submission to journals


	- Project progress report

- IRB report

IRB communication

Funding contracts

Project progress reports

Review of research protocol

- Training reports

Data records

- Progress reports

- meetings minutes

Data tabulations

Project report

Project report

Meeting minutes

Journals
	Funders identified and available

Research methodology acceptable

- Willingness and commitment to be part of the team

Available funds

-willing and available participants

- Willing and committed research assistants

- Available skills and materials

sustained interest in project

Lack of interest from Policy makers



	Inputs:

- Logistics

- Capital

- Personnel


	- Stationery

-Office furniture and equipment 

- Office space

- Seed grant (PLP program)

-Number of research assistants recruited


	- Purchase receipts

- Inventory reports

-Goods received notices (GRN)

- written approval

- Seed grant agreement

- Appointment letters 


	- Availability of funds

- consent from DHMT

- The proposal is worth funding



