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The Voluntary HIV-1 Counseling and Testing Efficacy 
Study: Design and Methods 
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While HIV counseling and testing has been promoted as potentially effective for prevention, 
few controlled studies have been conducted. The Voluntary HIV Counseling and Testing 
Efficacy Study was a randomized clinical trial of the effectiveness of HIV counseling and 
testing in reducing sexual risk behavior in three developing countries: Tanzania. Kenya, and 
Trinidad. The trial will provide crucial information regarding the effectiveness, cost, and 
consequences of HIV counseling and testing for prevention. This paper describes the design 
and methods of the Voluntary HIV Counseling and Testing Efficacy Study. Following a 
discussion of the study objectives, the design and methods of the study are presented. 
Recruitment, consent, randomization, intervention, assessment, follow-up, training, and qual­
ity assurance procedures arc described. Issues raised in the design and anticipated in the 
interpretation of the study outcomes are discussed, as well as potential policy and service 
delivery implications of the study findings. 

KEY WORDS: HIV prevention; counseling; HIV testing; research design. 

INTRODUCTION 

The Voluntary Counseling and Testing Efficacy 
Study was a randomized clinical trial conducted in 
1995-1998 to test the efficacy of voluntary HIV coun­
seling and testing (HIV VCT) to reduce sexual risk 
behavior. The trial was conducted in three developing 
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5Queens Park Counseling Centre, Port-of Spain, Trinidad. 
6World Health Organization Global Programme on AIDS and 
UNAIDS, Geneva, Switzerland. 
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to Olga A. Grinstead, Ph.D., M.P.H., Center for Al DS Prevention 
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countries (Kenya, Tanzania, and Trinidad). It was 
designed to address ongoing questions about the ef­
ficacy of HIV VCT for prevention (Higgins et al., 
1991; Wolitski et al., 1997), particularly the usefulness 
of VCT in the developing countries (Campbell et 
al., 1997; DeZoysa et al., 1995), and to respond to 
repeated calls for controlled studies of the efficacy 
of HIV VCT (Beardsell, 1994; Higgins et al., 1991; 
Phillips and Coates, 1995). Earlier studies in devel­
oping countries support the effectiveness of HIV 
VCT for risk reduction, especially for couples (Allen 
et al., 1992a, b; Kamenga et al., 1991). A recent con­
trolled study in the United States offered strong sup­
port for the effectiveness and feasibility of short coun­
seling interventions with testing (Kamb et al., 1998). 

Even when HIV treatment is not readily avail­
able in developing countries, HIV VCT provides an 
opportunity for education and behavior change, and 
knowledge of serostatus allows individuals to plan, 
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Characteristics of Individuals and Couples Seeking HIV-1 
Prevention Services in Nairobi, Kenya: The Voluntary 
HIV-1 Counseling and Testing Efficacy Study 
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This paper describes the recruitment and baseline characteristics of men, women, and couples 
who enrolled in the Voluntary Counseling and Testing Efficacy Study at the study site in 
Nairobi, Kenya. The purpose of this study was to test the effectiveness of Voluntary HIV 
Counseling and Testing (HIV VCT) to reduce sexual risk behavior. Between June 1995 and 
March 1996, 500 individual men, 500 individual women, and 515 couple members were 
recruited for a total sample of 1,515 participants. Participants were young (average age 29 
years) and of low income. High levels of risk behavior and self-reported STD symptoms 
and a high rate of HIV seropositivity among those tested at baseline (15% of men and 27% 
of women) indicate that an at-risk sample was recruited. Women and participants reporting 
symptoms of a sexually transmitted infected were significantly more likely to be infected 
with HIV. Findings suggest that HIV VCT services combined with STD diagnosis and 
treatment and economic development services could motivate more at-risk individuals and 
couples to receive counseling and testing. 

KEY WORDS: HIV; Africa; counseling and testing. 

INTRODUCTION 

Since 1985 when HIV transmission routes be­
came known, health information campaigns have 
been very successful in educating Kenyans about 
HIV and AIDS (Garland et al., 1993; Pattullo et al., 
1994). Unfortunately, these campaigns have not been 
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successful in changing behavior, and new HIV infec­
tions continue to occur. In 1995 the national HIV 
prevalence rate was 7.5%, the urban prevalence was 
13-14%, and the major transmission routes were het­
erosexual contact (75% ), perinatal transmission 
(22% ), and blood transfusion (3%) (USAID, 1996). 
Behavioral intervention offers a feasible strategy of 
preventing further infection and has assumed increas­
ing importance as immediate hope for a cure or vac­
cine has dwindled (Choi and Coates, 1994). One pos­
sible method of reducing risk behavior is through 
voluntary HIV counseling and testing (VCT). 

A number of studies have been conducted to 
evaluate the efficacy of HIV VCT for prevention (for 
reviews see Higgins et al., 1991; Wolitski et al., 1997). 
To date, however, data supporting the effectiveness 
of VCT for changing behavior and preventing new 
infections have been inconclusive. There is also some 
controversy regarding the appropriateness of in-
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Clients' Perspective of the Role of Voluntary Counseling 
and Testing in HIV I AIDS Prevention and Care in Dar Es 
Salaam, Tanzania: The Voluntary Counseling and Testing 
Efficacy Study 
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Received Dec. 7, 1998; revised May 7, 1999; accepted May 27, 1999 

There is a growing body of evidence that voluntary HIV counseling and testing (VCT) is 
effective for the primary prevention of HIV as well as for the care and support of individuals 
affected by HIV in developing countries. This qualitative study offers an additional perspec­
tive: the experiences and perceptions of men and women receiving VCT services. As a 
substudy of a large multisite clinical trial testing the effectiveness of VCT, 81 study participants 
at the Tanzania study site who were randomized to VCT at baseline were interviewed at 
the time of their 6-month follow-up. Findings are based on textual analysis of the following 
themes: HIV in the context of other life issues, motivations for receiving services, positive 
and negative consequences of VCT, and the role of VCT in risk reduction. Implications for 
service provision in developing countries are discussed. 

KEY WORDS: HIV counseling and testing; qualitative interviews; developing countries. 

INTRODUCTION 

Voluntary HIV counseling and testing (VCT) 
has recently been recommended as an important HIV 
prevention tool in developing countries, as it reduces 
risk behaviors, is programmatically feasible, and is 
cost-effective (De Zoysa et al., 1995; Higgins et al., 
1991; Sangiwa et al., 1998; Sweat et al., 1998; Wolitski 
et al., 1997). In addition, HIV counseling with or 
without testing can play a beneficial role in the care 
and support of people living with AIDS and their 
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2The Center for AIDS Prevention Studies, and Department of 
Obstetrics, Gynecology and Reproductive Sciences, University of 
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Medicine, University of California, San Francisco, San Fran­
cisco, California. 
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Ph.D., M.P.H., Center for AIDS Prevention Studies, UCSF, 74 
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94105; e-mail: avdstraten@psg.ucsf.edu 
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families (Higgins et al., 1991 ). On the basis of these 
findings, government agencies and individual donors 
working in Tanzania have been encouraged to sup­
port HIV counseling and testing activities. 

Although some research indicates that the client­
centered model of VCT as recommended by the U.S. 
Centers for Disease Control and Prevention is effec­
tive in modifying risk behaviors (CDC, 1998; Higgins 
et al., 1991; Sangiwa et al., 1998; Wolitski et al., 1997), 
limited data are available on its appropriateness in 
a non-Western setting or on clients' own perspective 
of their experience with VCT. Providing culturally 
sensitive interventions is important both to ensure 
sustainability of services and to optimize behavior 
change (Scott and Mercer, 1994). 

The literature available from East Africa indi­
cates that VCT clients view professional counselors 
as an appropriate source of support and will seek 
their help (Dautzenberg et al., 1992; Keogh et al., 
1994). However, seeking VCT services may be stig­
matizing regardless of the test results. For example, 
a person who seeks HIV testing can be perceived as 
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HIV-Related Risk Factors in a Population-Based 
Probability Sample of North and Central Trinidad: 
The Voluntary HIV-1 Counseling and Testing 
Efficacy Study 

Colin Furlonge, 1 Steven E. Gregorich,2•5 Samuel Kalibala,3 Olga A. Grinstead,2 
Thomas J. Coates,2 and Kevin R. 0'Reilly4 

INTRODUCTION 

Received Jan 26, 1999; revised July 9, 1999; accepted July 14, 1999 

A population-based probability sample of North and Central Trinidad collected information 
on 860 respondents' demographic characteristics, as well as the prevalence of sexual risk 
behaviors and precursors to sexual risk taking in the 2 months preceding interview. Precursors 
of sexual risk behavior included HIV transmission knowledge, condom possession, and 
alcohol and drug use prior to sexual intercourse. A 91 % response rate was achieved. Overall, 
approximately 51 % of respondents reported unprotected sexual intercourse with a primary 
sex partner (i.e., spouse or "steady" partner), and 4% reported unprotected sexual intercourse 
with a nonprimary partner (i.e., casual or commercial partner) during the 2 months prior to 
interview. Substantial variability on these risk behaviors was noted across demographic 
strata. Alcohol and drug use prior to intercourse was associated with reports of unprotected 
intercourse with primary and nonprimary partners. Those who kept condoms at home were 
less likely to report having unprotected sexual intercourse with both primary and nonprimary 
partners. The demographic indicators of marital status and respondent gender had indirect 
(i.e., mediated) effects, through one or more of the risk precursors, on sexual risk behaviors. 
Implications for the design and targeting of HIV-related interventions and services are dis­
cussed. 

KEY WORDS: HIV; AIDS; risk behavior; population sample; probability sample. 

HIV prevention efforts require valid informa­
tion on the HIV-related knowledge, attitudes, beliefs, 
and risk practices (KABP) of targeted populations. 

Updated data are necessary to identify research 
needs, evaluate trends, assess and target interven­
tions, and advise public health policy (Bugingo et al., 
1993). In developing countries many interventions 
are national and generalized. In this situation it is 
important that such data are recent and representa­
tive of the general population (Cleland and Ferry, 
1995). This article reports the findings from a recent 
survey of HIV-related KABPs in a population-based 
probability sample of North and Central Trinidad. 

1Queens Park Counseling Centre and Clinic and Ministry of 
Health, Trinidad and Tobago. 

2Department of Medicine, Center for AIDS Prevention Studies, 
and AIDS Research Institute, University of California, San Fran­
cisco, San Francisco, California. 

3Horizons Project, Population Council, Nairobi, Kenya. 
'Department of Reproductive Health and Research, World Health 
Organization, Geneva, Switzerland. 

l'fo whom correspondence should be addressed, at UCSF/CAPS, 
74 New Montgomery Street, San Francisco, California 94105; 
e-mail: gregorich@psg.ucsf.edu 
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The estimated seroprevalence of HIV in Trini­
dad and Tobago is 1-2% (W. Charles, personal com­
munication, April 1998; M. Lewis, personal commu­
nication, June 1998). Information regarding the 
prevalence of HIV-related KABPs among the gen­
eral population of this country is limited. As in many 
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The Voluntary HIV-1 Counseling and Testing Efficacy 
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While HIV counseling and testing has been promoted as potentially effective for prevention, 
few controlled studies have been conducted. The Voluntary HIV Counseling and Testing 
Efficacy Study was a randomized clinical trial of the effectiveness of HIV counseling and 
testing in reducing sexual risk behavior in three developing countries: Tanzania, Kenya, and 
Trinidad. The trial will provide crucial information regarding the effectiveness, cost, and 
consequences of HIV counseling and testing for prevention. This paper describes the design 
and methods of the Voluntary HIV Counseling and Testing Efficacy Study. Following a 
discussion of the study objectives, the design and methods of the study are presented. 
Recruitment, consent, randomization, intervention, assessment, follow-up, training, and qual­
ity assurance procedures are described. Issues raised in the design and anticipated in the 
interpretation of the study outcomes are discussed, as well as potential policy and service 
delivery implications of the study findings. 

KEY WORDS: HIV prevention; counseling; HIV testing; research design. 

INTRODUCTION 

The Voluntary Counseling and Testing Efficacy 
Study was a randomized clinical trial conducted in 
1995-1998 to test the efficacy of voluntary HIV coun­
seling and testing (HIV VCT) to reduce sexual risk 
behavior. The trial was conducted in three developing 
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tory Medicine, University of California, San Francisco, California. 

.\The Kenya Association of Professional Counselors and Kenyetta 
Hospital, Nairobi, Kenya. 

'Muhimbili Medical College, Dar-Es-Salaam, Tanzania. 
)Queens Park Counseling Centre, Port-of Spain, Trinidad. 
'World Health Organization Global Programme on AIDS and 
UNAIDS, Geneva, Switzerland. 
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countries (Kenya, Tanzania, and Trinidad). It was 
designed to address ongoing questions about the ef­
ficacy of HIV VCT for prevention (Higgins et al., 
1991; Wolitski et al., 1997), particularly the usefulness 
of VCT in the developing countries (Campbell et 
al., 1997; DeZoysa et al., 1995), and to respond to 
repeated calls for controlled studies of the efficacy 
of HIV VCT (Beardsell, 1994; Higgins et al., 1991; 
Phillips and Coates, 1995). Earlier studies in devel­
oping countries support the effectiveness of HIV 
VCT for risk reduction, especially for couples (Allen 
et al., 1992a, b; Kamenga et al., 1991). A recent con­
trolled study in the United States offered strong sup­
port for the effectiveness and feasibility of short coun­
seling interventions with testing (Kamb et al., 1998). 

Even when HIV treatment is not readily avail­
able in developing countries, HIV VCT provides an 
opportunity for education and behavior change, and 
knowledge of serostatus allows individuals to plan, 
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