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1.  Background

The Research Institute for Health Sciences (RIHES) was 

formally constituted as part of Chiang Mai University in 

1978. RIHES conducts biomedical, clinical, epidemiological 

and behavioral research on priority public health topics 

of concern to Thailand and its neighboring countries. The 

emphasis is on research studies that will have an impact 

in shaping national health and social policy and will yield 

findings that have an immediate practical benefit which 

can be extrapolated for use in the rest of Thailand, or other 

countries in Southeast Asia or elsewhere. The Institute has 

three major roles: (1) conduct research relevant to the 

local context; (2) carry out research training; and (3) 

serve as a resource center on public health issues. 

RIHES has sought to track emerging demographic, 

environmental and health trends and their consequences,

at population and community level, for human 

exposures, behaviors and health outcomes. The principal 

themes of the research program at RIHES are infectious 

and tropical diseases, concentrating on HIV/AIDS, malaria 

and dengue; opiate and methamphetamine addiction; 

pollution and environmental health and human nutrition 

and metabolism. The RIHES research portfolio includes 

field-based community surveys, clinical and vaccine 

trials to test new drug regimens and vaccine candidates 

for prevention of HIV/AIDS and health systems research.
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In collaboration with Johns Hopkins University, RIHES 

is an NIH-designated Clinical Research Site (CRS) for 

the HIV Prevention Trials Group (HPTN). In addition 

RIHES has formed strong partnerships with the Royal Thai 

Government’s Ministry of Public Health (MOPH) through 

3 MOPH networks, namely, the Office of Communicable 

Disease Control, Region 10 (northern Thailand), the 

Chiang Mai Drug Treatment Center (an MOPH facility linked to 

similar facilities in Thailand), and provincial health offices, 

district and provincial hospitals located throughout the North. 

RIHES is an NIH-designated Clinical Trials Unit (CTU) 

for two clinical research networks working on HIV/

AIDS, namely, the AIDS Clinical Trials Group (ACTG) 

and the International Maternal Pediatric Adolescent 

AIDS Clinical Trials Group (IMPAACT). The “Chiang Mai 

University Clinical Trial Unit (CMU CTU)” project is the 

first big research project for which Chiang Mai University 

received direct funding from the United States National 

Institute of Allergy and Infectious Diseases, an institute 

in the United States National Institutes of Health (NIH). 

The project has been funded for 7 years from February 

2007 to January 2014 at the level of about 1.5 million 

US dollars per year. It was the result of the NIH’s plan 

to support HIV/AIDS clinical trials in developing countries 

as well as building capacity/infrastructure to conduct 

clinical trials at international standards such that data from 

these trials can be used to support drug registration by 

the US Food and Drug Administration (FDA) and similar 

organization in the European Union, Japan, and Australia.

transgender communities and adolescents. RIHES currently 

receives support from the Division of AIDS (DAIDS), National 

Institute of Allergy and Infectious Diseases (NIAID), National 

Institutes of Health, through its HIV/AIDS clinical research 

trials networks. A major consequence of this research 

has been the further development of RIHES and partner 

institutions as a national and regional collaborative re-

source for research, research training and policy advice 

in the health, environmental and social sciences with the 

aim of facilitating development of inputs to public policy 

discussion and formulation. The goal here would 

eventually be to expand research training opportunities 

regionally and overseas, a role for which RIHES is uniquely 

suited.

RIHES has developed scientific strengths in several areas, 

notably HIV/AIDS beginning in 1988, when it started 

monitoring infectious disease markers among blood 

donors. Since 1991 RIHES has evaluated the epidemiology 

of HIV infection in military conscripts and expanded its HIV 

research to include other populations, such as sex workers, 

STD clinic patients, IDU, non-injecting drug users, factory 

workers, couples with an infected male partner, MSM and 

IMPAACT research activity

IMPAACT research activity
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Training support for RIHES has been extensively provided 

by the Fogarty International Center (FIC) a division of NIH 

and has been principally channeled through the Johns 

Hopkins University Fogarty AIDS International Training and 

Research Program (AITRP), now in its 23rd year (2010). More 

than 100 RIHES and Chiang Mai University staff, as well 

as members of the Ministry of Public Health (MOPH) and 

other universities in Thailand, have benefitted from this 

program, which has provided short-term training, long-term 

degree training, long-term postdoctoral/mentored training, 

re-entry grants, conference support and in-country training 

workshops  since 1991. 

In addition, FIC has provided support for American 

medical students and their Thai counterparts under 

its Fogarty International Clinical Research Scholars 

(FICRS) program and to date 10 American scholars 

have benefitted from this program together with their 

matched Thai counterparts. 

Malaria and dengue hemorrhagic fever are mosquito borne 

diseases which are still major health problems in Thailand. As 

long as a vaccine is not available, mosquito vector control is 

still an important means of reducing disease transmission.  A 

research team, headquartered at RIHES, is currently working 

on insecticide susceptibility and resistant mechanisms 

in mosquito vectors in collaboration with the Faculty of 

Medicine, Chiang Mai University, the Office of Vector 

Borne Disease Control (MOPH), and the Liverpool School 

of Tropical Medicine, U.K. We are now expanding from field 

studies to high technology in biochemistry and molecular 

biology.

Human nutrition is another research focus at RIHES and 

concentrates on micronutrient deficiency, over-nutrition, 

nutrition and diabetes, nutritional status of the elderly, 

nutritive value of local cooked and uncooked foods, 

agricultural production and nutritive value, food 

contamination and other areas of concern to the northern 

population.

HPTN058 Mobile Screening

HPTN058 research activity

Malaria research activity

Human nutrition research activity

Human nutrition research activity
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Pollution and environmental health research has also had 

increasing attention at RIHES. The impact of environmental 

pollution on both economic development and global 

climate change, and the consequent implications for 

human health, is our major current research interest.  

Increased use of agrochemicals, in particular, pesticides, 

fungicides and herbicides, has been frequently reported 

in various parts of the world as well as in northern 

Thailand.  Pesticide exposure among vulnerable groups 

such as pregnant mothers and young children are of 

special interest. A study of neuro-developmental 

effects from maternal pesticide exposure on the 

human fetus is currently underway in collaboration 

with Emory University Rollins School of Public Health 

and USCDC with support from the National Institute 

of Environmental Health Sciences (NIEHS), NIH. The 

other serious environmental health concern is airborne 

particulate pollution since the haze crisis that occurred in 

upper northern Thailand in March 2007.  At RIHES, both 

major environmental pollution studies have been 

supported by a toxicology laboratory equipped with 

modern analytical apparatus and the participation of 

research students.

Pollution and environmental 

health research activity

Pollution and environmental 

health research activity

Pollution and environmental health research activity
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The principal source of funding for RIHES has been the Royal 

Thai Government’s Ministry of Education, which provides 

annual allocations for both research and infrastructure 

support, including salaries of government staff and other 

expenses for utilities and maintenance. Throughout its 

existence the Institute has sought to develop research links 

through partnerships with like institutions in both Thailand 

and abroad. For example, some elements of our research 

program are directly funded by grants from the National 

Institutes of Health [NIH], US Public Health Service. Other 

NIH institutes that have funded RIHES research projects 

include the Office of AIDS Research, the National Institute 

of Allergy and Infectious Diseases, the National Institute 

of Mental Health, the National Institute of Drug Abuse, 

the National Institute of Child Health and Human 

Development, the National Institute on Alcohol Abuse and 

Alcoholism  and the Fogarty International Center. Other 

public and private donors have included the Walter Reed 

Army Institute of Research, the Henry M. Jackson Foundation, 

the World Health Organization, UNAIDS, IDRC, the Thai Red

Cross Society, the Population Council, the Ford, Rockefeller 

and Bill and Melinda Gates Foundations, the German 

Government, the British Government through its 

DFID-funded higher education links program and the 

Wellcome Trust.

To coordinate and manage the various research projects 

coming out of these health priorities, RIHES has 

established 6 separate research centers (using shared 

resources). The six centers are: (1) the Center for 

Molecular and Cell Biology for Infectious Diseases, headed 

by Prof. Khuanchai Supparatpinyo, MD; (2) the Center for 

Nutrition, headed by Assoc. Prof. Ampica Mangklabruks, 

MD; (3) the Center for Pollution and Environmental 

Health, headed by Dr.Tippawan Prapamontol, PhD; 

(4) the Center for AIDS and Sexually Transmitted 

Diseases, headed by Assist. Prof. Kriengkrai 

Srithanaviboonchai, MD, MPH; (5) the Center for Substance A

buse, headed by Assist. Prof. Apinun Aramrattana, 

MD, PhD; and (6) the Center for Northern Region Health 

Systems Research, headed by Dr. Sakda Pruenglampoo, 

PhD.

HPTN 043 research activity Project ACCEPT/PA-THAI
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Building on already existing collaborations and partnerships 

in neighboring countries, RIHES is interested in developing 

plans to be a regional  training center for the Greater Mekong 

Sub-region or GMS, comprising Laos, Cambodia, Vietnam, 

Thailand, Burma and the Chinese province of Yunnan in a 

grouping devised and supported by the Asian Development 

Bank as a means of fostering cross-border trade and 

investment and encouraging the development of 

technology, infrastructure and natural and human 

resources. Chiang Mai University and RIHES, at the center 

of this configuration, is well poised to capitalize of these 

potential developments.
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There are currently three laboratory units at RIHES (a 

fourth unit is under construction – see below). The Clinical 

Laboratory (CL) performs clinical evaluations, for example, 

STDs, such as, gonorrhea, Chlamydia, herpes simplex and 

syphilis. The laboratory performs other tests relevant to HIV, 

such as HIV serology (EIA, Western Blot, HIV-RNA PCR and 

lymphoimmunotyping [CD4/CD8]). The laboratory also has 

expertise in hematology, clinical microscopy, clinical 

chemistry, serology, molecular microbiology and 

parasitology.

The Specimen Processing Unit (SPU) processes all 

specimens according to protocol. The unit is capable of 

handling international and national shipments of samples, 

and all staff members are International Air Transport As-

sociation (IATA)-certified.

A Data Management Unit (DMU) has been established 

with the prime function of carrying out data management 

and statistical analysis for our clinical and other research 

studies. The DMU creates questionnaires and assists with 

case report form (CRF) design, writes project-specific 

computer programs for data handling, receives CRFs 

by fax from other research sites,  provides data QC 

and prepares QA reports; performs statistical analyses, 

provides daily data backup, and archives data in 2-3 copies, 

housed separately for disaster control.

A new laboratory, dedicated to tuberculosis (TB) 

diagnostics, has just received approval from DAIDS in 

recognition that co-infection with HIV and TB is a serious 

public health problem in resource-limited countries.

The cellular immunity laboratory has expertise in 

cellular immunology and is currently working on 

assessment of humeral-mediated immunity (HMI) and 

cell-mediated immunity (CMI) responses in malaria and HIV.

The RIHES Pharmacy has a storage room with a work 

area and office space for the research pharmacists, 

dispensing window, locked shelf drug storage separated 

by protocol, -70C freezer and refrigerator.

2.  Infrastructure

Data Management Unit (DMU)

Clinical Laboratory

Specimen processing unit

RIHES Pharmacists
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The Grant Management Unit (GMU) has fiscal and 

contractual responsibilities and assists research staff to 

identify appropriate research funders and helps prepare 

applications in the prescribed format. The Unit has 

managed more than $30 million in NIH grants and 

subcontracts from DAIDS Networks since 1991.  Fiscal 

functions are separate and duties segregated within RIHES. 

Financial records are kept in accordance with local 

(university) financial rules and regulations. Internal controls 

and financial reporting are carried out in accordance with 

accepted financial and auditing procedures. The chief 

financial officer at RIHES generates interim financial reports 

monthly for review by the director. The university’s internal 

auditor conducts periodic reviews and audits. In addition, 

RIHES has an external auditor who performs yearly audits 

of all NIH-supported projects and these reports are sent to 

the National External Audit Review Center in the US. The 

GMU has established procedures for the appropriate 

allocation of salaries, according to standardized 

compensation rates, and for award monitoring and 

budgetary controls.

The Regulatory Compliance Unit (RCU) ensures CRS 

compliance with GCP, Thai and US regulations and 

principles of research ethics. A separate and related 

Office of Research Ethics has just been established. The 

RCU manages communications with the RIHES Human 

Experimentation Committee (HEC) and other IRBs and 

ECs with jurisdiction over the site and with the RIHES 

Institutional Biosafety Committee (IBC), which reviews 

protocols involving recombinant genetic products.  The 

RCU coordinates training activities on HSP, GCP and 

universal precautions and has developed, reviewed and 

approved numerous non-lab SOPs.  Finally, it works with 

the pharmacist to obtain Thai regulatory approvals for 

import of study drug and supplies.  The RCU has provided 

training on research ethics for research sites in China and 

Laos.

Regulatory Compliance Unit (RCU) 

Office of Research EthicsRegulatory Compliance Unit staff
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Clinic facilities at RIHES are housed on the first (ground) 

floor of building number 1. Additional facilities are located 

in the Faculty of Medicine Sripat Building and at the Chalerm 

Phra Baramee Building, both of which are adjacent to the 

RIHES building. RIHES also maintains research sites in Om 

Koi District, Ngaw District, Mae Suay District and Muang 

District, Chiang Mai Province. Study drugs are dispensed to 

study nurses from the pharmacy and carried to the clinic.  

Research records, including source documents, CRFs and 

informed consent forms are stored in the locked study 

office at the RIHES main campus building and brought to 

the clinic on the day of the participant’s scheduled visit.

In 1999, RIHES established its first Community Advisory 

Board (CAB) to create a community interface with its HIV 

vaccine research. CAB founding members worked closely 

with community activists and religious leaders to develop 

understanding and trust in the community. They enlisted 

former volunteers in RIHES research to share their 

experiences and assist in outreach.    RIHES staff members 

were encouraged to join the CAB in order to further blur 

the line between researchers and the community and to 

facilitate communication with the CAB.

Currently, the RIHES CAB consists of the CMU HIV/AIDS 

CAB (CMC), the CMU SUBSTANCE ABUSE CAB (SA-CAB), 

and the newly-established MSM CAB.  These CABs have 

in turn have created Community Working Groups (CWG), 

such as IDU and MSM groups, to address specific protocols 

and community concerns. The CMC and SA-CAB meet 

bi-monthly, and each issues a report to PIs, the RIHES 

director, and the RIHES IRB.  All CAB activities and groups 

receive administrative and financial support through the 

RIHES CTU Community Relations Office (CRO). The CRO 

reports annually to the DAIDS Network CAB support groups, 

such as submitting and reporting to the HVTN a Community 

Education Plan.  The CRO will invite researchers and send 

CAB Meeting

PIMAN Clinic (iPrEx Study)
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• CAB Newsletter, now in its 9th year is published 6 

times a year (approximately 3200 copies of each issue 

are distributed to communities in Northern Thailand). 

• “Health Research Update with RIHES” is a radio 

program broadcast at 100 FM CMU Station during 16:00 

– 17:00 hrs every Sunday.  This program is recorded 

and is re-run at 92.25 radio station on Tuesdays of the 

2nd to 4th week monthly during 13:00 – 14:00 hrs.  Also 

on local TV called WeTV at every 1st and 4th week of the 

month for 25 minutes. Most of the topics are related 

    to HIV and the research that we are conducting at 

        RIHES.  People can call in to ask if they have questions. 

• Web page.  The CRO maintains the RCM web page 

www.rihes.cmu.ac.th/CAB 

• Press releases The CRO posts press releases developed 

    by the CAB and study teams in local and national  

     newspapers and magazines with contact information.  

• Media Exposure CAB members have been featured 

      on national and local TV talk shows, radio information 

      broadcasts, as well as local and national newspapers, 

      journals and magazines. 

• CAB Member Education CAB members are invited to 

RIHES trainings and international meetings on research 

methodology and ethics, ICH-GCP, HSP, and protocol 

trainings.

bimonthly correspondence to advise the three RIHES 

CRSs on community issues and opinions related to 

proposed protocols as well as other review criteria 

outlined below.  CRS investigators will meet with the 

relevant CAB or CWG to explain protocols and address 

questions directly.  All RIHES protocols, informed consents 

and recruitment materials are submitted to the CABs for 

their recommendations. CAB community outreach and 

activities include community meetings outreach events are 

often conducted in collaboration with provincial, hospital 

and health center leaders.  Recruitment   efforts  are   often 

combined with these meetings. Activities include 

producing:

CMC (CAB) Meeting
S.A. CAB Meeting
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Director: 
Associate Professor Suwat Chariyalertsak, MD, DrPH

Deputy Directors:
Associate Professor Ampica  Mangklabruks, MD
Professor Khuanchai Supparatpinyo, MD 
Mr. Rassamee Keawvichit, B.Sc., MPA

Administrative Advisor
Mr. Peter Lange

CMU/CTU Leader :
Professor Thira Sirisanthana, MD

IMPAACT CRS Site Leader :
Professor Virat Sirisanthana, MD

ACTG CRS Site Leader : 
Professor Khuanchai Supparatpinyo, MD

JHU CRS Site Leader :
Associate Professor Suwat Chariyalertsak, MD, DrPH

3.  Senior Staff

Office of the Secretary Research Centers

Center for AIDS and STDs Clinical Laboratory (CL)

Specimen Processing Unit (SPU)

Community Ralations Office (CRO)

Pharmacy Unit

Data Management Unit (DMU)

Regulatory Compliance Unit (RCU)

Office of Research Ethics (ORE)

Grant Management Unit (GMU)

Center for Substance Abuse

Center for Nutrition

Center for Pollution and

Environmental Health

Center for Molecular and Cell

Biology For Infectious Diseases

Center for Northern Health

System Research

Research Support Units

RIHES Organization Chart

RIHES
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Ongoing NIH-Supported Projects (Grouped by Affiliated Network):
Ongoing NIH-Supported Projects

Protocol 
Number

Title PI

HPTN

HPTN 052 A Randomized Trial to Evaluate the Effectiveness of 

Antiretroviral Therapy plus HIV Primary Care versus HIV 

Primary Care Alone to Reduce the Sexual Transmission of 

HIV-1 in Serodiscordant Couples

Suwat Chariyalertsak, MD, DrPH

HPTN 058 A Phase III randomized controlled trial to evaluate the 

efficacy of drug treatment in prevention of HIV infection 

among opiate dependent

Apinun Aramrattana, MD, PhD

HPTN 063 Preparing for International Prevention Trials Involving HIV-

Infected Individuals in Care Setting

Kriengkrai Srithanaviboonchai, MD

ACTG

A5175 A Phase III, Randomized Open-Label Evaluation of the 

Efficacy of Three-Nucleoside Reverse Transcriptase 

Inhibitor Combinations for Initial Antiretroviral Treatment 

of HIV-1 Infected Persons in Resource-Limited Country

Khuanchai Supparatpinyo, MD

A5199 International Neurological Study.  A Stand Alone Study 

for Participants of A5175 (A Phase IV, Prospective, 

Randomized, Open – Label Evaluation of the Efficacy 

of Once Daily Protease Inhibitor and Once – Daily 

Non – Nucleoside Reverse Transcriptase Inhibitor - 

Containing Therapy Combinations for Initial Treatment of 

HIV–1 Infected Individual from Diverse Areas of the World 

Khuanchai Supparatpinyo, MD

A5221 STRIDE: A Strategy Study of Immediate Versus 

Deferred Initiation of  Antiretroviral Therapy for 

AIDS Disease-Free Survival in HIV-Infected Persons 

Treated for Tuberculosis with CD4 < 250 cells/mm3 

Khuanchai Supparatpinyo, MD

A5230 A Pilot Study of Lopinavir/Ritonavir in Participants 

Experiencing Virologic Relapse on NNRTI-Containing 

Regimens

Khuanchai Supparatpinyo, MD
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Protocol 
Number

Title 
 

PI

IMPAACT

A5190-P1054 Assessment of Safety and Toxicity among Infants Born to HIV-1-

Infected Women Enrolled in Antiretroviral Treatment Protocols 

in Diverse Areas of the World – A Limited Center Trial of the AIDS 

Clinical Trials Group (ACTG), the International Maternal Pediatric 

Adolescent AIDS Clinical Trials Group (IMPAACT), Conducted in 

Collaboration with the HPTN

Thanyawee Puthanakit, MD

P1032 A Phase II Study of the Pharmacokinetics of Nevirapine and the 

Incidence of Nevirapine Resistance Mutations in HIV-Infected 

Women Receiving a Single Intrapartum Dose of Nevirapine with 

the Concomitant Administration of Zidovudine/Didanosine/

Lopinavir/Ritonavir

Thanyawee Puthanakit, MD

P1069 A Phase I/II Comparative Pharmacokinetic Study of the 

Fixed-Dose Combination (FDC) of Zidovudine (ZDV), Lamivudine 

(3TC) and Nevirapine (NVP) as GPO-VIR® Z30 Pediatric Tablets 

versus the Individual Liquid Formulations in HIV-Infected 

Children > 5 months to < 13 years of Age in Thailand

Virat  Sirisanthana, MD

P1056 A Phase I/II Comparative Pharmacokinetic Study of the Fixed 

Dose Combination (FDC) of Stavudine (d4T), Lamivudine (3TC) 

and Nevirapine (NVP) as GPO-VIR® Pediatric Chewable Tablets 

versus the Individual Liquid Formulations in HIV-infected 

Children > 6 Months to < 13 Years of Age in Thailand

Linda  Aurpibul, MD

1077HS Promoting Maternal and Infant Survival Everywhere (PROMISE) Virat  Sirisanthana, MD

Non-Network NIH Studies

Project ACCEPT

/HPTN043

(PATHAI)

A phase III randomized controlled trials of community 

mobilization, mobile testing, same-day results, and post-test 

support for HIV in Sub-Saharan Africa and Thailand

Suwat Chariyalertsak, MD, DrPH

iPrEx

(PIMAN)

Chemoprophylaxis for HIV Prevention in Men Who Have Sex 

with Men 

Suwat Chariyalertsak, MD,DrPH

MA Preventing Rural Thai Methamphetamine Abuse and HIV By 

Community Mobilization

Apinun Aramrattana, MD, PhD

Alcohol Effects of new alcohol restrictions on sexual behaviors of Thai 

underage youth

Susan Sherman, PhD; 

Apinun Aramrattana, MD, PhD

RDS Respondent-Driven Sampling Survey of HIV-related risk behavior

and HIV prevalence in injection drug users in Bangkok and 

Chiang Mai, Thailand

Kovit Yongvanitjit, MD; 

Apinun Aramrattana, MD, PhD
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Research network (Code): HPTN 052
Principle investigator: Suwat Chariyalertsak, MD, DrPH, 
                               : David Celentano, ScD, MHS, 
Co-PI: Kriengkrai Srithanaviboonchai, MD, MPH, Nuntisa Chotirosniramit, MD
Funding agency:
Division of AIDS, US National Institute of Allergy and Infection Diseases (NIAID)
US National Institute of Child Health and Human Development
US National Institute on Drug Abuse
US National Institute of Mental Health
US National Institute of Health (NIH)
Study sites:
Brazil (Porto Alegre, Rio de Janeiro), India (Chennai, Pune), Thailand (Chiang Mai), Malawi (Blantyre, Lilongwe), 
Zimbabwe (Harare), South Africa (South Africa, Soweto), Botswana (Gaborone), Kenya, United States of America (Boston, 
Massachussetts)  
Study design: Phase III, two-arm, randomized, controlled, multi-center trial. 
Study Population: HIV serodiscordant couples in which the HIV-infected partner is ART-naïve and has a CD4+ cell count 
of 350-550 cells/mm3
Study Size: Approximately 1750 couples total
Study Duration: The duration of the full study will be approximately 78 months total. Accrual into the study will 
require approximately 18 months total, and all couples will be followed until the last couple enrolled completed their 
60-month follow-up visit. 
Study start:
Run-in phase starts: 13 June 2005
Full phase starts: 1 October 2007
Study objectives:
 The primary objective of the study is to compare the rates of HIV infection among partners of HIV-infected 
participants in the two study arms below:
 Arm 1: ART upon enrollment plus HIV primary care.
 Arm 2: HIV primary care without initiation of ART until the participant has two consecutive measurements of a 
CD4+ cell count within or below the range of 200-250 cells/ mm3, or develops an AIDS-defining illness.
 The secondary objectives of the study are to:

• Determine the long-term safety of two antiretroviral treatment strategies 
• Characterize and compare the patterns and rates of antiretroviral drug resistance of two antiretroviral treatment 

strategies.
• Assess factors associated with adherence and compare the adherence rate of two antiretroviral treatment 

      strategies.
• Evaluate the usefulness of measures of virologic and immunologic efficacy, and measures to detect 

      antiretroviral drug resistance.
• Determine, characterize, and compare the rates of AIDS-defining illnesses, sexually transmitted diseases, 

      opportunistic infections, and immune reconstitution syndromes, with regard to outcomes and survival as 
      observed in different geographic settings and by antiretroviral treatment strategies.
• Determine and characterize the rates of antiretroviral drug-associated toxicities observed in different geographic 

settings and by treatment strategies.
• Evaluate the effectiveness of couples HIV counseling and characterize the patterns of sexual behavior in couple 

in both arms of the study.
• Characterize and compare Quality-of-Life (QOL) indicators in different geographic settings and by antiretroviral 

treatment strategies.
Progression:
The enrollment target of 100 couples for Chiang Mai site has been reached in December 2009. 

Study name : A Randomized Trial to Evaluate the Effectiveness of Antiretroviral Therapy plus HIV Primary 
Care versus HIV Primary Care Alone to Prevent the Sexual Transmission of  HIV-1 In Serodiscordant Couples 
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Research network (Code): HPTN 058
Principle investigator: Apinun Aramrattana, MD, PhD, 
                               : David Celentano, ScD, MHS, 
Co-PI at Thai site: Thira Sirisanthana, MD, Manit Srisurapanont, MD
Funding agency:
Division of AIDS, US National Institute of Allergy and Infection Diseases (NIAID)
US National Institute on Drug Abuse
US National Institute of Mental Health
US National Institute of Health (NIH)
Study sites:    Thailand (Chiang Mai)  
                     Chiana (Guangxi and Xinjiang)
Study design: Phase III, two-arm, randomized, open-label, controlled, multi-center trial. 
Study Population: HIV seronegative injection drug users who are dependent on opiates
Study Size: Approximately 1500 opiate dependent injection drug users
Study Duration: The total duration of the study will be approximately four and a half years.  The initial safety and 
feasibility phase will take approximately 30 weeks at each site, with 26 weeks to enroll the targeted 50 participants plus 
four weeks to complete the last safety phase visit.  The accrual period in the full study will be approximately 104 weeks 
following the safety and feasibility phase.  Participants will be followed for a minimum of 104 weeks and a maximum 
of 156 weeks, depending on when they are enrolled.  Behavioral and serologic assessments will take place at baseline 
and at 26 week intervals throughout the follow-up period. 
Study start:  30 May 2007 
Study objectives:
 The primary objective of the study is to determine whether 52 weeks of substitution BUP/NX and counseling 
treatment in opiate addicted participants will achieve a long term (104 weeks) reduction in cumulative HIV incidence 
and death compared to short-term BUP/NX detoxification and counseling.
 The secondary objectives of the study are:

1. To determine if the substitution treatment reduces average HIV incidence and death compared to the 
      detoxification arm; and reduces HIV incidence and death at 52 weeks and 156 weeks.
2. To determine if substitution treatment decreases average HIV incidence compared to detoxification 

       treatment; and HIV incidence at 52, 104, and 156 weeks.  
3. To compare the average rates of death in the two arms; and the rates of death at 52, 104, and 156 weeks.  
4. To compare the self-reported frequency of injection, drug and sex-related HIV risk behaviors in the two 

study arms.
5. To compare the frequency of drug use measured by self-report and urinalysis in the two arms.

Progression:
The enrollment target of 202 participants for Chiang Mai site has been reached in October 6th, 2009.  The retention rates 
for 26, 52, 78, 104 and 130, at December 23rd, 2009, are 96, 93, 88, 83 and 100 % respectively.

Study name :  A Phase III randomized controlled trial to evaluate the efficacy of drug treatment in 
prevention of HIV infection and death among opiate dependent injectors  
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Research network (Code): HPTN 063
Principle investigator: Kriengkrai Srithanaviboonchai, MD, MPH
                               : David Celentano, ScD, MHS
Co-PI: Sunida Thetket, MD
Funding agency: DAIDS, U.S. National Institute of Health
Study sites:
Matero Clinic CRS, Lusaka Zambia 
Instituto de Pesquisa Clinica Evandro Chagas (IPEC), Rio de Janeiro, Brazil 
Chiang Mai University.AIDS Prevention CRS, Chiang Mai Thailand
Study design: Observational cohort study
Study objectives:
Primary Objectives

• To establish baseline rates of sexual HIV transmission risk behavior in high-risk, HIV-infected individuals, and to 
observe the rates and patterns of behavior change over time.

• To gather formative data on the potential structure and content of a behavioral intervention for individuals with 
HIV in care in international settings and to determine the best, culturally appropriate model for the intervention 
that will link prevention to care for HIV-infected individuals. 

• To examine potential psychosocial and sociodemographic correlates of sexual risk-taking in these individuals in 
order to help shape the content of an individualized behavioral intervention.

• Secondary Objective
• To evaluate STI prevalence and incidence and investigate whether these biomarkers may be used to corroborate 

self-reported sexual behavior associated with potential transmission risks.  
Progression: Both JHSPH IRB and RIHES HEC have approved the protocol and informed consent forms. The first 
participant enrollment is planned for April 2010

Study name: Preparing for international prevention trials involving HIV-infected individuals in 
care settings 
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Research network (Code): A5175
Principle investigator: Professor Khuanchai  Supparatpinyo, MD
Funding agency: The National Institute of Allergy and Infectious Disease and Pharmaceutical Support by  Boehringer 
Ingelheim Pharmaceuticals, Inc.  Bristol-Myers Squibb, Inc., Gilead Sciences, Inc., GlaxoSmithKline
Study sites:
U.S.: University of Washington, Johns Hopkins University, Vanderbilt University, Cornell Clinical Trials Unit, Columbia 
University, University of Colorado, The Miriam Hospital, Brown University, University of North Carolina, University of 
California, San Francisco, University of California Los Angeles Non-U.S.: Rio de Janeiro Brazil, Porto Alegre Brazil, Port-au-
Prince Haiti, Chennai India, Pune India, Blantyre Malawi, Lilongwe Malawi, Lima Peru, Johannesburg South Africa, Durban 
South Africa, Chiang Mai University Chiang Mai THAILAND, Harare Zimbabwe
Study start:
Overall:  Closed to Accrual as of August 01, 2007  Total 1571 cases
RIHES-CMU:  The period of time enrollment was June 16, 2005 to Jun 29, 2007.  There are 100 cases
Study design:            
phase IV, randomized, open-label, three-arm, antiviral efficacy trial designed to evaluate three antiretroviral (ARV) 
regimens for treatment-  naïve HIV-infected participants: one regimen containing two nucleoside  reverse transcriptase 
inhibitors (NRTIs) + an HIV-1 protease inhibitor  (PI) and two regimens each containing two NRTIs + a non-nucleoside 
reverse  transcriptase inhibitor (NNRTI). 
Study objectives:
1. Primary Objective
To demonstrate the non-inferiority of a once-daily PI- and a once-daily NNRTI-containing regimen as compared with 
standard twice-daily ARV therapy for the initial treatment of individuals infected with HIV-1 from diverse areas of the 
world.
2. Secondary Objectives

2.1 To determine the safety of combinations of ARV therapy for the treatment of HIV-1 infection and to characterize 
     drug-associated toxicities observed in different  geographic and cultural settings.
2.2 To characterize and compare the patterns and rates of ARV drug resistance during  ARV therapy in diverse areas 
     of the world.
2.3 To examine the effects of ARV therapy on quality of life in diverse areas of the world. 
2.4 To characterize and compare the occurrence and outcomes of opportunistic  infections, viral co-infections, and 
     immune reconstitution syndromes, observed  during ARV treatment in different geographic settings.
2.5 To examine associations between nutritional deficiencies and responses to ARV  therapy.
2.6 To investigate efficacy of sequential ARV regimens after failure of primary regimens  in diverse areas of the world.
2.7 To evaluate the effects of concomitant medications, traditional treatments, ethnicity,  race, and measures of 
     adherence on plasma ARV concentrations in individuals from  diverse areas of the world.

Progression:
The site enrolled as planned 100 participants to the protocol A5175. 92 participants continue to study, 6 participants 
withdrew their consents, 1 case of lost follow and 1 case terminated by protocol regulation. According to the protocol 
team plan, the follow-up process will end by May 31, 2010. The site is preparing for post-trial referral and access to 
continued care from the Thai national AIDS Program for participants who complete study follow up.

Study name: A Phase IV, Prospective, Randomized, Open-Label Evaluation  Of The Efficacy Of 
Once-Daily Protease Inhibitor  And Once-Daily Non-Nucleoside Reverse Transcriptase Inhibitor-
Containing Therapy Combinations For Initial Treatment Of HIV-1 Infected Individuals Form Resource-
Limited Settings (PEARLS) Trial
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Research network (Code): A5199
Principle investigator: Professor Khuanchai  Supparatpinyo, MD
Funding agency  The National Institute of Allergy and Infectious Diseases and The National Institute of Mental Health
Study sites: Rio de Janeiro Brazil, Porto Alegre Brazil, Port-au-Prince Haiti, Chennai India, Pune India, Blantyre Malawi, 
Lilongwe Malawi, Lima Peru, Johannesburg South Africa, Durban South Africa, Chiang Mai University, Chiang Mai, THAI-
LAND , Harare, Zimbabwe
Study start:
Overall:  Closed to Accrual as of August 02, 2007. Total 860 cases.               
RIHES-CMU:  The period of time enrollment was June 16, 2005 to Jun 29, 2007. There are 73  cases
Study design:
A two-step prospective, observational, international, multicenter study to estimate the prevalence of cognitive impair-
ment and dementia due to HIV (AIDS dementia complex [ADC]) and HIV-associated neurological opportunistic infections 
in participants with advanced disease in resource-limited settings who are enrolled in A5175 and to estimate the change 
in neurocognitive functioning with antiretroviral treatment in these participants.  
Study objectives
1. Primary Objectives

1.1 Estimate the prevalence of ADC in participants in resource-limited settings who have advanced disease (< 300    
     CD4+ cells/mm3) and who are treatment naïve.
1.2 Estimate the prevalence of HIV-related neurological opportunistic infections in participants in resource-limited 
     settings who have advanced disease (< 300 CD4+ cells/mm3) and who are treatment naïve.
1.3 Estimate changes in neurocognitive functioning with initiation of antiretroviral regimen in resource-limited settings.

2. Secondary Objectives
2.1 Estimate the relationship of treatment failure to neurocognitive changes, ADC, and neurologic opportunistic 
     infections.
2.2 Estimate the relationship between ADC and neurologic opportunistic infections and  changes in quality of life and 
     loss of productivity.
2.3 Estimate the relationship of high viral load to neurocognitive changes, ADC, and neurologic opportunistic 
     infections.
2.4 Estimate the prevalence of CNS side effects in participants within the first month in those who receive EFV 
     treatment compared with those who do not.
2.5 Estimate the prevalence of antiretroviral-related peripheral neuropathy in participants in the dideoxynucleoside  
     drug treatment arms over time.
2.6 Compare the neurological outcomes in participants in treatment arms with a higher number of CNS-penetrating 
     antiretroviral drugs versus participants in treatment arms with a lower number of CNS-penetrating antiretrovirals.

Progression:
The site enrolled 73 participants to protocol A5199. Thus, 66 participants continue to study, 6 participants withdrawal 
their consents and 1 case of lost follow-up. According to the protocol team plan, the follow-up process will end by 
May 2010.

Study name: International Neurological Study. A Stand Alone Study for Participant of A5175 
“A Phase IV, Prospective, Randomized, Open-Label Evaluation  Of The Efficacy Of Once-Daily 
Protease Inhibitor  And Once-Daily Non-Nucleoside Reverse Transcriptase Inhibitor-Containing 
Therapy Combinations For Initial Treatment Of HIV-1 Infected Individuals Form Resource-
Limited Settings (PEARLS) Trial
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Research network (Code): A5221
Principle investigator: Professor Khuanchai  Supparatpinyo, MD
Funding agency: The National Institute of Allergy and Infectious Diseases and Pharmaceutical Support Provided by 
Gilead Sciences
Study sites:   
U.S.: New York University Bellevue , University of California Los Angeles Harbor, University of California San Diego, 
University of California San Francisco, University of Southern California, Bronx-Lebanon, Houston AIDS Research Team, 
New Jersey Medical School, Terry Beirn Community Programs for Clinical Research
Non-U.S.: University of Witswatersrand, Johannesburg SOUTH AFRICA, Durban Adult HIV CRS, Durban SOUTH AFRICA, 
Asociacion Civil Impacta Salud y Educacion, Miraflores, Lima PERU 
INMENSA, Lince Lima PERU, Les Centres GHESKIO Port-au-Prince HAITI, Chiang Mai University, Chiang Mai, THAILAND, 
NARI Pune INDIA, YRG Care Chennai INDIA, University of North Carolina, Lilongwe MALAWI, Evandro Chagas FioCruz  
Rio de Janeiro BRAZIL, Hospital Nossa Senhora de Canceicao Porto Alegre BRAZIL, Chris Hani Baragwanath Hospital 
Soweto SOUTH AFRICA, JCRC Kampala UGANDA , Walter Reed Project Kericho KENYA, AMPATH (MOI University) Eldoret 
KENYA, Gaborone Prevention/Treatment Trials Gaborone BOTSWANA, Molepolole Prevention/Treatment Trials 
Molepolole BOTSWANA,Kalingalinga Clinic Lusaka  ZAMBIA, Johns Hopkins University Research Project Blantyre MALAWI, 
University of Zimbabwe Parirentyatwa Harare ZIMBABW, Projeto PRACA ONZE/HEFSA Rio de Janeiro BRAZIL, CAPRISA 
eThekwini Durban SOUTH AFRICA                                                                                                                               
Study start: 
Overall:  Closed to Accrual as of September 25,2009. Total 809 cases  
RIHES-CMU:  The period of time enrollment was October 03, 2008  to August 24, 2009. There are 5 cases
Study design:
A randomized, open-label study to determine whether the strategy of immediate versus deferred initiation of 
antiretroviral therapy (ART) reduces mortality and AIDS-defining events in participants being treated for tuberculosis (TB). 
There will be two steps and two arms in this study.  All participants will enter Step 1 after 1-14 cumulative days of TB 
treatment within the 28 days prior to study entry. They will then be randomized either to receive ART within 3 days 
after enrollment (“immediate” group; Arm A) or to have ART deferred (“deferred” group; Arm B).  Participants in the 
deferred group will enter into Step 2 after receiving 8-12 weeks of TB therapy and when they are about to initiate ART. 
The primary study endpoint is the proportion of participants who have survived without AIDS progression by week 48.
Study objectives:
Primary Objective

To compare the proportion of participants in the immediate ART arm versus the deferred ART arm surviving without 
AIDS progression (defined as a new AIDS-defining illness) at week 48. 

Secondary Objectives
1. Clinical Objectives

1.1 To determine the safety of ART in participants treated for TB and HIV-1 infection in resource-limited settings 
     and to characterize ARV drug-associated toxicities.
1.2 To identify the predictors of mortality and other AIDS-defining illnesses.

2. Tuberculosis Objectives
2.1 To evaluate the primary study objective and appropriate secondary objectives on participants with a confirmed 
     diagnosis of tuberculosis at any time while on study.
2.2 To evaluate the effect of ART on tolerance of TB treatment. 
2.3 To evaluate the effect of immediate versus deferred ART on TB treatment outcome. 

Study name: A Strategy Study of Immediate Versus Deferred Initiation of Antiretroviral Therapy 
for AIDS Disease-Free Survival in HIV-Infected Persons Treated for  Tuberculosis with CD4 < 250 
cells/mm3
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2.4 To evaluate whether systemic markers of inflammation (e.g., TNF-alpha, IL-1beta, IL-6, and NF- kappa beta) at   
     week 4 and/or changes in body mass index (BMI) between entry and week 8 differ between treatment arms 
     and are predictive of death or virologic and/or immunologic outcomes.
2.5 To evaluate the effect of TB on long-term pulmonary abnormalities based on chest x-ray findings at week 48.

3. Pharmacologic Objectives
3.1 To determine whether the 600-mg dose of EFV results in adequate pharmacokinetic drug exposure in the 
     presence of rifampin (RIF) treatment. 
3.2 To investigate the associations between EFV or NVP trough concentrations and virologic response and toxicity 
     (i.e., CNS toxicity for EFV and rash/hepatotoxicity for NVP).

4. Immunologic Objectives 
4.1 To determine the effect of immediate vs. deferred ART on CD4 restoration.
4.2 To characterize the occurrence of immune reconstitution inflammatory syndrome (IRIS), including 
     mycobacterium tuberculosis-associated IRIS (MTB IRIS), in the study population.
4.3 To identify the predictors of IRIS.  

5. Virologic Objectives
5.1 To compare the efficacy of immediate versus deferred ART on virologic outcome. 
5.2 To evaluate the baseline prevalence and evolution of ARV drug resistance over the course of the study.

Programmatic Objectives:
TB is the most significant coinfection of HIV-1-infected patients in resource-limited settings. Application of ART in coin-
fected patients will require care providers who are appropriately trained in the use of ARV and TB drugs. Therefore, in 
addition to the scientific objectives stated above, A5221 has the following programmatic objectives:

1. To assist with the transfer of immunologic, pharmacologic, and virologic technology and expertise relevant to the 
    conduct of clinical studies of HIV-1 treatment in resource-limited settings. 
2. To establish local specimen repositories for future evaluation of the usefulness of simplified measures of virologic 
    and immunologic efficacy and ARV drug resistance in resource-limited settings.
3. To support linkages between HIV and TB treatment programs in resource-limited settings.

Progression:
The protocol was opened to accrual on February 2008 with the first participant randomized on October 03, 2008. The 
site plans to enroll 20 participants to this study  However, 5  participant were enrolled, 2 participants completed study 
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Research network (Code): A5230
Principle investigator: Professor Khuanchai  Supparatpinyo, MD
Funding agency:   The National Institute of Allergy and Infectious Diseases  and Pharmaceutical Support Provide by 
Abbott Laboratory
Study sites: 
University of Witwatersrand (Johannesburg), Chiang Mai University, Research Institute for Health Science (Chiang 
Mai), YRG Center for AIDS Research and Education (Chennai), University of Malawi/Johns Hopkins Project (Blantyre), 
UNC Project Lilongwe Kamuzu Hospital (Lilongwe), Kilimanjaro Christian Med Center (KCMC)
Study start:
Overall:  Open enrolling as of February 06, 2008.Target 120 cases  
RIHES-CMU:  The period of time enrollment was February 06, 2008  to current. There are 18 cases
Study design: 
an open-label, single arm pilot trial to explore the safety and efficacy associated with lopinavir/ritonavir (LPV/r) in 
antiretroviral-experienced, protease inhibitor-naïve participants. There will be up to two steps. All participants will enter 
Step 1 and receive LPV/r for up to 104 weeks. Upon confirmation of virologic failure, participants will enter Step 2 and 
emtricitabine (FTC)/tenofovir DF (TDF) will be added. Plasma HIV-1 RNA levels will be measured in real time at every 
study visit except for weeks 2, 4, 8, and R+2. Virologic failure is met with either of the following two conditions (i) failure 
to suppress HIV-1 RNA to < 400 copies/mL by week 24, or (ii) confirmed HIV-1 RNA ≥ 400 copies/mL after confirmed HIV-1 
RNA < 400 copies/mL. Confirmation is satisfied with an HIV-1 RNA sample within 30 days of the first sample.  Resistance 
testing will be performed retrospectively. 
Study objectives:

1. Primary Objective
To evaluate the safety and virologic efficacy of LPV/r monotherapy in participants who have experienced virologic 
relapse on an initial NNRTI-containing regimen.

2. Secondary Objectives
2.1 To describe the resistance patterns observed in all individuals screened for  A5230 and to evaluate the patterns   
     associated with plasma HIV-1 RNA levels and CD4+ cell counts at screening.
2.2 To evaluate virologic and immunologic response over 104 weeks of study treatment and its association with    
     prior therapy and HIV-1 subtype.
2.3 To evaluate the incidence and describe all HIV-related diagnoses and clinical events occurring during the study 
     period of observation. 
2.4 To examine the resistance patterns in the protease gene of participants experiencing virologic failure on study 
     and evaluate their association with HIV-1 subtype.
2.5 To assess the relationship between adherence, plasma LPV levels, loss of virologic response, and resistance 
     mutations in the protease gene.
2.6 To evaluate the safety, virologic and immunologic response, and safety of intensification of LPV/r with FTC/TDF.

Progression:
The protocol was opened to accrual on August 2007 with the first participant randomized on February 06, 2008. site 
plan to enroll 30 participants to this protocol and 13 participants were enrolled and 12 participants continue to study, 
a participant was terminated from the study due to death from stroke. 

Study name: A Pilot Study of Lopinavir/Ritonavir in Participants Experiencing Virologic Relapse 
on NNRTI-Containing Regimens
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Clinical studies comparing different antiretroviral (ARV) treatment regimens for management of HIV-1 infection or for 
prevention of HIV-1 transmission are being conducted in resource-limited countries. These trials will enroll a significant 
number of women of childbearing age. Although trials comparing the efficacy of ARV regimens generally preclude 
enrollment of pregnant women, it is likely that during the conduct of A5190-P1054 some women of childbearing age will 
become pregnant and some will subsequently breast-feed while receiving combination ARVs as study drugs.

HPTN 052, A5175, A5207, A5208, and P1032 will provide ARVs in regions of the world where there is limited experience 
with their use. Except for A5207 and P1032, these studies are not designed for pregnant women, although it is expected 
that some female participants will become pregnant, give birth, and breast-feed while receiving ARV combinations from 
A5175, HPTN 052, or A5208. It will be important to follow the infants who are conceived during these or future ARV 
treatment trials and monitor adverse effects (AEs) (including teratogenicity and untoward side effects) as well as 
potential benefits, particularly reduction of MTCT.

Study Summary:
Scientific Committee: Prevention of Mother-to-Child Transmission (PMTCT)
Study Status: Closed to Accrual
Study Sites: International (Botswana, Brazil, Haiti, India, Kenya, Malawi, Peru, South Africa, Thailand, Uganda, Zambia, 
Zimbabwe)
Study Design: A5190-P1054 is a prospective, observational, cohort study of infants born to HIV-1-infected women while 
enrolled in NIH-sponsored, international, antiretroviral (ARV) treatment protocols (for example, A5175, HPTN 052, P1032, 
A5207, A5208, and other future studies). These infants will be enrolled into A5190-P1054 and followed prospectively 
to describe the safety, toxicity, and potential side effects of in utero and breast milk exposure to the ARV drugs used in 
international treatment protocols. Ideally, infants will be enrolled into A5190-P1054 within 48 hours of birth. 
Subsequent to study entry, visits will occur at approximately 3, 6, 9, 12, and 18 months of age.
Study Population: Infants born to HIV-1-infected women who are, or become, pregnant while enrolled in 
NIH-sponsored, international ARV treatment trials 
Study Size: The sample size for this study will depend on the number of women who become pregnant while enrolled 
in the NIH-sponsored, international, ARV treatment trials. The estimate is that approximately 270-410 infants will be 
enrolled into A5190-P1054 initially.
Study Duration:  Each participant will be followed on study until approximately 18 months of age 
Treatment Regimen(s): No HIV-specific ARV treatment will be provided to infants through this study. HIV-1-infected 
infants will be referred to the local standard of care and pediatric treatment trials as they become available.
Primary Objective: Describe the toxicity and adverse events related to in utero, breast milk and standard of care 
prophylaxis exposure to ARV drugs in infants during the 18 months post delivery.
Protocol Chair(s): Karin Nielsen and Judith Currier
Clinical Trials Specialist: Lara Akinsanya
Progression:  Protocol is currently closed enrollment. The CRS has 22 children enrolled in P1054 (from P1032 study), 
and a child enrolled in A5190 (from A5175 study). All of participants had completed follow up and protocol require-
ments since September 7, 2009.

A5190-P1054
Assessment of Safety and Toxicity among Infants Born To HIV-1-Infected Women

Enrolled in Antiretroviral Treatment Protocols in Diverse Areas of the World
A Limited Center Trial of the Adult AIDS Clinical Trials Group (AACTG) and the International Maternal 
Pediatric Adolescent AIDS Clinical Trials (IMPAACT) Group, Conducted in Collaboration with the HIV 

Prevention Trials Network (HPTN)

What is A5190-P1054?
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Study Summary:
Scientific Committee: Perinatal
Study Status: Closed to accrual
Study Sites: International (Thailand)
Study Design: Phase II, randomized, open label
Study Population: Pregnant, HIV-infected women >18 years of age and between >28 and <38 weeks gestation with a 
CD4+ count >250 cells/mm3 who do not plan to start ART within 8 weeks following delivery
Study Size: Targeted accrual = 150 subjects
Study Duration: All women will be followed through 24 weeks postpartum; women with resistance mutations identified 
within 8 weeks postpartum will be followed until 72 weeks postpartum. Infants will be followed until at least 12 weeks 
of age; HIV-infected infants will be followed until 24 weeks of age.
Treatment Regimen: Women will be randomized (1:1:1) to the following three arms:

Primary Objectives: 
1. Among women who receive a single intrapartum dose of NVP: To evaluate the ability of the concomitant 

      intrapartum and postpartum administration of ZDV/ddI and ZDV/ddI/LPV/r to reduce the incidence of 
      NVP-resistance mutations at any time within eight weeks postpartum to less than 10%.
2. To establish the incidence of NVP resistance mutations observed among historical controls (women enrolled in the 

Thai PHPT-2 study) at 10 days and 6 weeks postpartum, and to compare this to the incidence of NVP resistance 
mutations observed in each study arm at 10 days and 6 weeks postpartum.

3. To describe the pharmacokinetics of NVP and LPV/r in women during the first 30 days postpartum.
Protocol Chairs: Russ Van Dyke, Gonzague Jourdain

Arm A

NVP 200 mg orally, single dose at the onset of labor

ZDV 300 mg orally at the onset of labor
300 mg orally q3h during labor
300 mg orally BID for 7 days postpartum

ddI EC 250 mg orally QD (if body weight <60 kg) or 400 mg orally QD (if body weight >60 
kg) at the onset of labor, during labor, and for 7 days postpartum

LPV/r 400/100 mg orally BID at the onset of labor, during labor, and for 7 days 
postpartum

Arm B

NVP 200 mg orally, single dose at the onset of labor

ZDV 300 mg orally at the onset of labor
300 mg orally q3h during labor
300 mg orally BID for 30 days postpartum

ddI EC 250 mg orally QD (if body weight <60 kg) or 400 mg orally QD (if body weight >60 
kg) at the onset of labor, during labor, and for 30 days postpartum

Arm C

NVP 200 mg orally, single dose at the onset of labor

ZDV 300 mg orally at the onset of labor
300 mg orally q3h during labor
300 mg orally BID for 30 days postpartum

ddI EC 250 mg orally QD (if body weight <60 kg) or 400 mg orally QD (if body weight >60 
kg) at the onset of labor, during labor, and for 30 days postpartum

LPV/r 400/100 mg orally BID at the onset of labor, during labor, and for 30 days 
postpartum

Study name: Phase II Study of the Pharmacokinetics of Nevirapine and the Incidence of Nevirapine 
Resistance Mutations in HIV-Infected Women Receiving a Single Intrapartum Dose of Nevirapine with 
the Concomitant Administration of Zidovudin/Didanosine or Zidovudine/Didanosine/Lopinavir/
ritonavir (P1032)
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P1069 is a pharmacokinetics (PK) study using a new generic pediatric FDC tablet, called GPO-VIR® Z30.  The GPO-VIR® 
Z30 tablet is composed of ZDV (30 mg), 3TC (15 mg), and NVP (28 mg) and based on the same anti-HIV medications used 
in the Thai FDA-approved GPO-VIR® Z250 tablet used for adults and adolescents.  P1069 was designed based on the 
IMPAACT P1056 study.  The new FDC tablet was developed because using the anti-HIV medication zidovudine (ZDV also 
called AZT), instead of stavudine (d4T), may reduce the risk of drug side effects, in particular, lipodystrophy.  P1069 is 
being performed in Thailand. GPO-VIR® Z30 tablet is a film-coated tablet that is easy to swallow and split made by the 
Thai Government Pharmaceutical Organization (GPO), which is providing support for P1069.  The GPO-VIR® Z30 formula 
is weight-based, as previously recommended by the World Health Organization.  Other IMPAACT PK studies may be 
developed for generic FDCs that are used by children in other countries, like Brazil, in the future.

Study Summary
Scientific Committee: Primary Therapy
Study Status: Enrolling (V.1.0 dated 3/28/08, IND#-102,141, open 8/26/08); 87.50% accrued (42 participants of 48 target)
Study Sites: International (Thailand only)
Study Design: Phase I/II, two-arm, randomized, open-label, multiple-dose PK cross-over study.
Study Population: HIV-infected Thai children ≥5 months to <13 years of age, clinically stable on a HAART regimen [NVP 
(maintenance dose for at least 4 weeks) +2 NRTIs].
Study Size: Min. 31, Max. 48 evaluable children, stratified by weight: Group 1: ≥6-8 kg (n=5-12); Group 2: >8-16 kg 
(n=9-12); Group 3: >16-23 kg (n=9-12), Group 4: >23-30 kg (n=8-12).
Study Duration: Minimum of 8 weeks (On treatment + safety follow-up). Treatment: 2 weeks on GPO-VIR®Z30 tablets 
and 2 weeks on the ZDV, 3TC and NVP liquid formulations. Safety follow-up: 4 weeks.
Treatment Regimen(s): Equivalent dosing per body weight, for liquids and the GPO-VIR® Z30 tablet. Step 1: randomize 
to a starting regimen: Arm A: GPO-VIR® Z30 tablets(s), q 12 hrs for 2 weeks [ZDV 30 mg/3TC 15 mg/NVP 28 mg]; Arm B: 
(liquid formulations) q 12 hrs for 2 weeks.  Step 2: Register into the cross-over regimen, i.e. tablet to liquid, or liquid to 
tablet, same doses as described above for study Weeks 3-4.  PK studies are conducted at the end of each Step.
Primary Objective: To compare the bioavailability of ZDV, 3TC and NVP in the GPO-VIR® Z30 tablet with the individual 
liquid formulations and estimate the population average exposure to NVP delivered in the GPO-VIR® Z30 tablet.  
Protocol Chair(s): Kulkanya Chokephaibulkit, Nirun Vanprapar, Ram Yogev, Edmund Capparelli and Tim Cressey
Clinical Trials Specialist: Lara Akinsanya.
Progression:  Protocol is currently closed to enrollment.  The study started screening potential participants on Septem-
ber 22, 2008 and enrolling on October 2, 2008.  There were 18 children enrolled. All of participants at RIHES site had 
completed the study requirements since May 21, 2009.

Clinical Trials Specialist: Lara Akinsanya
Progression:  Protocol is currently closed to enrollment. The site has enrolled the 22 pairs (mothers and infants) as of 
February 25, 2008. All of women and infants have been completed the protocol requirements since August 11, 2009.

P1069
A Phase I/II Comparative Pharmacokinetic Study of the Fixed Dose Combination (FDC) of 

Zidovudine (ZDV), Lamivudine (3TC) and Nevirapine (NVP) as GPO-VIR® Z30 Pediatric Tablets 
versus the Individual Liquid Formulations in HIV-infected Children ≥ 5 Months to < 13 Years 

of Age in Thailand

What is P1069? 
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P1056 is a treatment and pharmacokinetics (PK) study, using a new generic FDC tablet (GPO-VIR® S7). It was done only 
in Thailand, using a citrus flavored chewable tablet made by the Government Pharmaceutical Organization (GPO), which 
provided support for P1056. The GPO-VIR® S7 tablet is based on the same anti-HIV medications (d4T, 3TC, and NVP) that 
are in the Thai FDA-approved GPO-VIR® S30 tablet for adults. P1056 was done in two stages, for safety (IND of 71,844). 
It compared the chewable tablet and individual liquid formulations, in a cross-over study, so children took both (tablets 
and liquids), at different times in the study. The Thai Ministry of Public Health plans to use this new pediatric tablet in 
its National Program, because a chewable tablet, taken twice a day, is easier for children to take and their caregivers to 
administer. A pediatric tablet will ensure the proper dose (instead of splitting adult tablets), aid adherence and reduce 
the development of resistance. The first stage was completed safely and the second stage began enrolling May 11, 
2007. A change to reduce the age to 5 months ± 4 weeks was done in March 13, 2008 (LOA #3), to complete accrual of 
the lowest weight group, since Thai children are gaining weight more quickly than anticipated, when the study was first 
written. This Group failed to accrue, so the study closed to accrual and follow-up on September 3, 2008. The second 
stage was completed successfully with good results.
Study Summary
Scientific Committee: Primary Therapy
Study Status: Stage II-Closed to Accrual and Follow up (n=34 evaluable)
Study Sites: International (Thailand only)
Study Design: Two stage, Phase I/II, two-arm, randomized, open-label, and multiple-dose PK cross-over study. 
Study Population: HIV-infected Thai children ≥6 months± 4 weeks to <13 years of age, clinically stable on a HAART 
regimen (NVP + 2 NRTIs) and receiving a maintenance dose of NVP for at least 4 weeks. 
Study Size: Stage II: stratified by weight: ≥6 to ≤30 kg: Group 1: ≥6-8 kg (n=2, min. target 6); Group 2: >8-16 kg (n=8, min. 
target 8); Group 3: >16-23 kg (n=12), Group 4: >23-30 kg (n=12)
Study Duration: Stage II: (On treatment min. of 8 weeks, max. of 18 weeks + safety follow-up of 6 weeks).
Treatment Regimen(s): Dosing per body weight, for liquids and the GPO-VIR® S7 tablet. 
Stage II: each treatment regimen was 4 weeks long, before the cross-over to the other regimen for another 4 weeks. PK 
studies were conducted at the end of study Weeks 4 and 8, respectively.
Primary Objective: To compare the bioavailability of d4T, 3TC and NVP in the GPO-VIR® S7 tablet with the individual 
liquid formulations and estimate the population average exposure to NVP delivered in the GPO-VIR® S7 tablet.  
Protocol Chair(s): Nirun Vanprapar, Edmund Capparelli, Kulkanya Chokephaibulkit and Ram Yogev
Clinical Trials Specialist: Joyce Kraimer
Progression:  Protocol is currently closed to enrollment.  The study started on September 19, 2007 by screening po-
tential participants and enrolling into the study on September 27, 2007.  The total number of participants is 15. The 
protocol had been closed out since January 8, 2009.

P1056
A Phase I/II Comparative Pharmacokinetic Study of the Fixed Dose Combination (FDC) of 
Stavudine (d4T), Lamivudine (3TC) and Nevirapine (NVP) as GPO-VIR® Pediatric Chewable 

Tablets versus the Individual Liquid Formulations in HIV-infected Children ≥ 6 Months to < 13 
Years of Age in Thailand

What is P1056? 
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What is P1077? 
PROMISE is a research protocol designed to address in an integrated and comprehensive fashion four critical 
questions currently facing HIV-infected pregnant and postpartum women and their infants: 1) What is the optimal
intervention for the prevention of antepartum and intrapartum transmission of HIV; 2) What is the optimal 
intervention for the prevention of postpartum transmission in breast feeding (BF) infants; 3) What is the optimal 
intervention for the preservation of maternal health after the risk period for MTCT ends (either at delivery or cessation 
of BF); 4) What is the optimal intervention for the prevention of the infant morbidity and mortality associated with BF 
cessation? Three versions of PROMISE are being developed: 1) P1077BF (Breast-feeding) is designed for breastfeeding 
sites and has four randomizations; ante-partum (AP), postpartum (PP), maternal health (HS) and infant health (IH); 2) 
P1077FF (Formula feeding) is designed for sites where short course ante-partum regimens are used and formula is 
provided and has two randomizations; ante-partum (AP) and maternal health (HS); 3) P1077 HS (Maternal Health-HAART 
Standard) is designed for sites where HAART is the standard of care ante-partum and formula is provided and has one 
randomization: maternal health. Several sub-studies are planned: 1) Resistance sub-study to explore the possible 
development of resistance in women and infants exposed to different antenatal and postnatal regimens; 
2) Cotrimoxazole (CTX) resistance sub-study to compare CTX resistance rates detected in fecal E coli; 3) Cost 
effectiveness sub-study to project the long-term clinical impacts, costs, and cost-effectiveness of different strategies 
for PMTCT on the survival and morbidity of pregnant women in resource-rich settings; 4) Hepatitis B (HBV) sub-study to 
explore maternal safety (i.e. anemia) and HBV outcomes among HIV/HBV co-infected women; and 5) Tenofovir (TDF) safety
sub-study to compare the frequency and severity of renal or bone toxicity in women and infants of those women who 
receive TDF during pregnancy compared to women and infants of those women who do not receive TDF during pregnancy.
Study Summaries
Scientific Committee: Prevention of Mother-to-Child Transmission (PMTCT)
Study Status: 
P1077BF and P1077FF: In development
P1077HS: Opened to accrual
P1077BF – Breastfeeding (AP, PP, MH, IH)
Study Design: Phase III randomized strategy trial (AP, PP, MH); Phase III double blind placebo controlled trial (IH)
Primary Objectives:
1) AP- to evaluate the comparative efficacy of maternal antepartum HAART vs. antepartum short course ZDV + sdNVP/
TRV to reduce antepartum and intrapartum HIV transmission 
2) PP – To evaluate comparative efficacy of giving daily maternal HAART vs. daily infant NVP prophylaxis during BF to 
reduce cumulative HIV transmission from BF
3) MH - To compare the rate of death and progression to AIDS-defining illness in women continuing HAART postpartum 
vs. women discontinuing HAART postpartum
4) IH – To evaluate safety and efficacy of extended CTX prophylaxis given to HIV-exposed uninfected infants after 
breastfeeding cessation
Study Population: 
1) AP - HIV-infected pregnant women (with and without HBV/HIV co-infection) with CD4 ≥ 350 cells/mm3 at baseline, 
enrolled 28  weeks gestation forward, prior to the onset of labor, who are ARV naïve except for ARVs given for prior 
PMTCT, and who intend to breast feed, and their infants
2) PP – Late presenting HIV-infected pregnant women presenting in active labor or up to 3 days postpartum and women 
from the AP component and their infants
3) IH – HIV-exposed uninfected infants age ≥ 6 weeks to < 52 weeks who have ceased BF
Study Size: 
1) AP - 3400 HIV-infected pregnant women who intend to breast feed and their infants 
2) PP - 3100 mother-infant pairs from AP + 1550 late presenters and their infants  
3) MH - 2100 postpartum women
4) IH – 2286 HIV-exposed uninfected infants
Treatment Regimens: 
1) AP - Women who are not HBV co-infected will be randomized to Arm A (short course ZDV+sdNVP/TRV), or Arm B 
(HAART regimen of ZDV/3TC/LPV-RTV); women who are HIV/HBV co-infected will be randomized to Arm A (short course 
ZDV+sdNVP/TRV), or Arm B (HAART regimen of ZDV/3TC/LPV-RTV), or Arm C (HAART regimen of TRV/LPV-RTV) and will 
receive study drug through labor and delivery.  Infants will receive sdNVP+ZDV for one week of life
2) PP – Women will be randomized within one week of delivery to Arm A (maternal HAART, no infant prophylaxis), or

P1077
Promoting Maternal and Infant Survival Everywhere (PROMISE)
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Arm B (Infant NVP prophylaxis, no maternal prophylaxis) given through BF cessation or through 18 months postpartum 
whichever comes first
3) MH – Woman randomized to HAART who have CD4 ≥ 350 cells/mm3 at cessation of BF (within 42 days of last BF), 18 
months postpartum, or confirmation of infant HIV infection whichever comes first; or who were randomized to HAART in 
AP but ineligible for PP will be randomized to Arm A (continue HAART postpartum; preferred regimen is TRV/LPV-RTV), 
or Arm B (discontinue HAART postpartum)
4) IH – HIV exposed uninfected infants will be randomized to Arm A (CTX active drug), or Arm B (CTX placebo) at the 
cessation of BF
Study Duration: Maternal follow-up until 24 months after the last mother-infant pair is randomized after delivery; infant 
follow-up until 24 months of age
Study Sites: Malawi, South Africa, Tanzania, Uganda, Zimbabwe, Zambia, India; additional sites from the ACTG and other 
networks may also participate
Protocol Chair: Mary Glenn Fowler
Clinical Trials Specialist: Elizabeth Hawkins
P1077FF – Formula Feeding (AP, MH)
Study Design: Phase III randomized strategy trial 
Primary Objectives:
1) AP- to evaluate the comparative efficacy of maternal antepartum HAART vs. antepartum short course ZDV + sdNVP/
TRV to reduce antepartum and intrapartum HIV transmission 
2) MH - To compare the rate of death and progression to AIDS-defining illness in women continuing HAART postpartum 
vs. women discontinuing HAART postpartum
Study Population: HIV-infected pregnant women (with and without HBV/HIV co-infection) with CD4 ≥ 350 cells/mm3 at 
baseline, enrolled 28 weeks gestation forward, prior to the onset of labor, who are ARV naïve except for ARVs given for 
prior PMTCT, and who intend to formula feed, and their infants
Treatment Regimens: 
1) AP - Women who are not HBV co-infected will be randomized to Arm A (short course ZDV+sdNVP/TRV), or Arm B 
(HAART regimen of ZDV/3TC/LPV-RTV); women who are HIV/HBV co-infected will be randomized to Arm A (short course 
ZDV+sdNVP/TRV), or Arm B (HAART regimen of ZDV/3TC/LPV-RTV), or Arm C (HAART regimen of TRV/LPV-RTV) and will 
receive study drug through labor and delivery.  Infants will receive sdNVP+ZDV for one week of life
2) MH – Women who have CD4 ≥ 350 cells/mm3 at delivery (or within 30 days prior to delivery) will be randomized 
to Arm A (continue HAART postpartum; preferred regimen is TRV/LPV-RTV), or Arm B (discontinue HAART postpartum).  
Study Size: 
1) AP - 1000 HIV-infected pregnant women who intend to formula feed and their infants
2) MH – 475 postpartum women
Study Duration: Maternal follow-up until 24 months after the last mother-infant pair is randomized after delivery; infant 
follow-up until 24 months of age
Study Sites: Mainland US and Puerto Rico, Bahamas, Brazil, Argentina, Thailand, Botswana, South Africa; additional sites 
from the ACTG and other networks may also participate
Protocol Chair: Mary Glenn Fowler
Clinical Trials Specialist: Kim Hudgens
P1077HS – Maternal Health (HAART Standard)
Study Design: Phase III randomized strategy trial 
Primary Objective: To determine whether continuation of HAART postpartum reduces morbidity and mortality when 
compared to ART discontinuation and reinitiation according to current standards of care
Study Population: HIV-1 infected pregnant women with CD4 count ≥ 400 cells before HAART and at screening, ARV 
naïve except for prior PMTCT, between 36 weeks gestation and 14 days postpartum 
Treatment Regimen: HIV-1 infected pregnant women will be randomized within 14 days following delivery to Arm A 
(continue HAART postpartum), or Arm B (discontinue HAART postpartum). Preferred HAART is lopinavir/ritonavir plus 
fixed dose combination tenofovir/emtricitabine, but study clinicians may determine optimal drug combination 
Study Size: 2000 women 
Study Duration: Maternal follow-up 21 months after the last mother-infant pair is randomized after delivery; no infant 
follow-up
Study Sites: US and Brazil where HAART during pregnancy is standard; additional sites from the ACTG and other net-
works may also participate
Protocol Chair: Judith Currier
Clinical Trials Specialist: Quianna Douglas
Progression:  Protocol is currently in IRB submission process. The site expects to start enrollment in March 2010. The 
total number of participants at RIHES site will be 100.
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Research network (Code): HPTN 043
Principal investigator: Suwat Chariyalertsak, MD, DrPH, 
                               : David Celentano, ScD, MHS, 
Co-PI: Surasing Visrutaratna, PhD
Sponsoring Agency :National Institutes of Health: National Institute of Mental Health
Division of AIDS and Health and Behavior Research, Center for Mental Health Research on AIDS
Study Sites:
 Chiang Mai, Thailand 
 Kisarawe, Tanzania 
 Mutoko, Zimbabwe 
 Soweto, South Africa 
 Vulindlela, South Africa 
Study design:
          This is a Phase III community-level randomized controlled study, in which 34 communities in four sites in Africa 
(Zimbabwe, Tanzania, and Soweto and Vulindlela in South Africa) and 14 communities in Thailand will be randomized 
to either an intervention arm, consisting of community-based voluntary counseling and testing for HIV (CBVCT) plus 
standard clinic-based VCT (SVCT), or to a control arm, consisting of SVCT alone. 
Study objectives: 
Primary Objective

The primary objective of this study is to test the hypothesis that communities receiving3 years of CBVCT, relative to 
communities receiving 3 years of SVCT, will have significantly lower HIV incidence.  

Secondary Objective
The secondary objective of this study is to test the hypotheses that CBVCT communities, relative to SVCT communi-
ties, will at the end of the intervention period report significantly:
• less HIV risk behavior
• higher rates of HIV testing
• more favorable social norms regarding HIV testing
• more frequent discussions about HIV
• more frequent disclosure of HIV status
• less HIV-related stigma
• fewer HIV-related negative life events

Progression:
 The intervention has been completed. It is now in post intervention assessment process.

Study name: Project Accept : A Phase III Randomized Controlled Trial of Community 
Mobilization, Mobile Testing, Same-Day Results, and Post-Test Support for HIV in Sub-Saharan 
Africa and Thailand (PATHAI)
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Principal Investigator: Suwat Chariyalertsak, MD., DrPH
Co Principal Investigator: Mr. Surasing Visrutaratna
Sponsors: United States National Institutes of Health, The National Institute for Allergy and Infectious Diseases, 
Division of AIDS
Co-funder: The Bill and Melinda Gates Foundation
Sites: Lima and Iquitos, Peru; Guayaquil, Ecuador; San Francisco, USA; Boston, USA; São Paulo, Brazil; Rio de Janeiro, 
Brazil; Chiang Mai, Thailand; Cape Town, South Africa; other study sites TBN
Planned starting date: June 2007
Planned ending date: December 2010
Study rationale: A randomized blinded placebo-controlled clinical trial is required to determine if daily oral co-formu-
lated emtricitabine 200 mg / TDF 300 mg (FTC/TDF) decreases HIV-1 acquisition and has acceptable safety in initially 
HIV-1-uninfected men who are receiving standard prevention interventions.
Primary objectives:
• To determine if daily oral FTC/TDF is associated with comparable rates of adverse events (AEs) compared with placebo 
among HIV-1-uninfected men who have sex with men (MSM).
• To determine if daily oral FTC/TDF reduces HIV-1 seroincidence among HIV-1 uninfected
MSM.
Secondary objectives:
• To determine if hepatic viral flares occur in participants who are HBsAg+ during and after
FTC/TDF chemoprophylaxis.
• To determine if significant changes in bone mineral density, body fat distribution, or fasting lipids occur in HIV-uninfected 
men during and after FTC/TDF chemoprophylaxis.
• To determine if prior exposure to FTC/TDF chemoprophylaxis affects the course of HIV-1
infection, as predicted by plasma RNA level, CD4 T cell counts, drug resistance assays, and other clinical, virological or 
immunological parameters.
• To identify attitudinal and behavioral correlates of chemoprophylaxis failure or success including type and quantity of 
sexual exposure and patterns of adherence. Risk behavior on and off study drug will be compared. The prevalence of 
sexually transmitted infections (STIs) will be used as one index of sexual risk.
Design: This is a Phase III randomized, double-blind, placebo-controlled study of the safety and efficacy of 
chemoprophylactic FTC/TDF administered orally once daily to men at high risk for acquiring HIV-1. This is an event driven 
study that plans to enroll 3000 HIV-1 high-risk seronegative MSM who will be randomized to receive either FTC/TDF 
daily (N=1500) or FTC/TDF placebo, hereafter referred to as placebo, daily (N=1500) in addition to standard counseling, 
condoms, and STI management.
procedures and provide written informed consent.
Treatment regimen: FTC/TDF orally once daily versus matching placebo. All participants will receive standard 
counseling, condoms, and management of STIs.
Progression:

Protocol title: Chemoprophylaxis for HIV Prevention in Men (iPrEx/PIMAN)
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Principle investigator: Apinun Aramrattana, MD, PhD, 
                               : David Celentano, ScD, MHS, 
Co-investigator: Bangorn Siriroj, MSc
Sponsor:  National Institute on Drug Abuse (NIDA)
Rational: 
Over the past decade, there has been a proliferation of non-injection illicit drug use in Thailand. The use of 
methamphetamine (MA) in particular has grown epidemically since 1995 and reports of both MA seizures and MA 
consumption have risen rapidly . More recently, the use of drugs such as cocaine, MDMA [ecstasy] and ketamine has been 
reported, particularly among young people. At the same time, studies of sexual behavior in young Thais suggest that 
premarital sexual activity is prevalent, condom use is rare outside of commercial sex, and HIV risk perception is low. The 
extent to which MA and other drugs influence sexual risks among Thai youth is largely unknown. Illicit substance abuse 
is often associated with a variety of risky behaviors, which are heightened during youth and young adulthood due to the 
sense of invincibility and sensation seeking that characterizes this age period. The prevalence of substance use, with the 
exception of a growing literature on MA, has not been systematically evaluated as a correlate of sexual risk behaviors 
and HIV/sexually transmitted infection (STI) acquisition in this setting. Existing evidence offers support for researching 
these shifting social factors and sexual risks in Thailand. This study seeks to examine how community mobilization 
interventions can reduce the frequency of MA use, delay the age of first use among youth, and reduce sexual risks 
associated with HIV/STI incidence. 
Study goal: 
To reduce substance use and HIV/STI sexual risk behaviors among young Thai aged 14-29. 
Study aims:
Aim 1: To follow the Connect to Protect (C2P) approach to develop the scientific knowledge gained from ethnography 
and pilot-testing of investigations of community mobilization, community capacity building and community involvement 
to forge structural changes that will eventually lead to decreased rates of substance use (methamphetamine and 
alcohol) and reduce behavioral risks associated with HIV acquisition.
Aim 2: To conduct a community cluster, randomized, experimental intervention of the C2P approach in 3 community 
clusters and compare its efficacy in reducing substance use and HIV/STI sexual risk behavior in 3 comparison (control) 
communities. 
Aim 3: To evaluate components of the intervention that appear successful in generating behavior change by assessing 
quantitative process evaluation data to generalize from these experiences and to develop policy recommendations for 
future use.
Study design:
A community-randomized controlled trial will be used in rural settings in Chiang Mai Province comparing the Connect 2 
Protect (C2P) approach vs. community health education about HIV testing and referrals for testing. In order to evaluate 
the impacts of 2 approaches, the serial cross-sectional survey will be conducted at baseline and at 18 and 36 months
Study site: Chiang Mai, Thailand
 Study area is comprised of 6 districts that are randomly assigned into 2 arms:
 Intervention arm: including San-khum-pang, San-sai and Mae-tang.
           Control arm: including Sa-ra-pee, Doi-sa-kate and Chiang-doa.
Study duration: 5 years
Study start: June 2009
Study progression:
 In the first 4 months, baseline survey was completed with 2,050 participants (aged 14-29) from the 6 districts. 
Meanwhile, the field teams had been launching the effort to establish site coalitions in the 3 intervention districts. The 
members of each group come from various sectors in particular district.  Currently the 3 coalitions, as working groups, 
are trained on C2P approach and related issues. The process of training will take about 6 months. After that get strategic 
and action plans that will be the map to follow to meet the gold of the study.
 In addition we also analyzed baseline data collected in the 6 districts. Preliminary finding from baseline data 
were reported to related sectors and communities in each district.

Study Title: Preventing Rural Thai Substance Abuse and HIV through Community Mobilization  
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Principal Investigator: Susan Sherman, PhD
                              : Apinun Aramrattana, MD, PhD
Co-investigator: Bangorn Siriroj, MSc
Sponsor:  National Institute on Alcohol Abuse and Alcoholism (NIAAA)
Rational: 
          Thailand’s per capita alcohol consumption is fifth highest in the world and has tripled over the past 14 years 
(Thai FDA, 2006).  Alcohol plays a role in 90% of road casualties in Thailand, resulting in 37 lost lives per day (National 
Economic and Social Development Board, 2005).  Since the beginning of the HIV epidemic in Thailand, alcohol abuse has 
been implicated in the sexual spread of HIV (Lampham et al., 1999; Ford & Norris, 1998; Weniger et al., 1991).  As is the 
case throughout the world, alcohol is the most widely used substance among adolescents and young adults in Thailand 
(Thai FDA, 2006; WHO, 2004).  Among participants (N=983) in our behavioral intervention trial (DA14702 PI Celentano) prior 
to the change in law, 100% reported ever having drunk alcohol and 50% reported being drunk four to six days per week 
in the past three months.  Seventy-four percent reported having had sex while drunk.  These studies reveal consistently 
high rates of alcohol consumption among Thai youth.  On the 14th of February 2008, Thailand introduced new laws 
regulating alcohol production, sale, use and alcohol addiction management. This study will focus on chapter four of the 
new laws  which relate to increasing the legal age for purchasing alcohol from 18 to 20 years of age, restrictions on alcohol 
advertising, hours of alcohol sale, alcohol promotion and banning alcohol sales and consumption in specific geographical 
locations that include temples, schools, and universities.  It will examine the effects of new alcohol restrictions on 
alcohol consumption, STIs prevalence, and alcohol-associated sexual risk behaviors among under-aged, high-risk, Thai 
youth.  
Study aims:
The study is exploratory in nature rather than hypothesis testing.  The study’s aims are:

1. to explore the meaning and culture of drinking (e.g., social norms) and how it relates to sexual risk behaviors among 
high-risk, under-aged youth.  a to compare sexual risk and drinking behaviors between under-aged and legal drinkers 
who are recruited from drinking venues.

2. to examine alcohol consumption and dependence patterns of high-risk, under-aged, Thai youth before and after the 
enactment of a new, restrictive alcohol control law; and

3. to examine the associations between the new, restrictive alcohol control law with alcohol-related sexual risk 
      behaviors and prevalent Chlamydia.

Study design:
The current study will occur in two phases each lasting one year: Phase I is qualitative in nature and Phase II is quantitative
in nature.  Phase I (Year 1) will include participant observations, key informant interviews with such individuals bar 
owners and law enforcement personnel, and youth in-depth interviews with 18-19 year olds who are: non-drinkers; moderate 
drinkers as defined by drinking 1-2 times/week; and regular drinkers as defined by drinking 3+times/week.  Phase II (Year 2) will 
be comprised of a pre-law sample of young high risk youth that we collected from our previously approved study of young 
methamphetamine (MA) users (IRB #H.34.01.09.14.B1) and a cross section study with 300 youths to examine the effects of a 
new, stringent alcohol control law on alcohol use, HIV/STIs and related risk behaviors among youths in Chiang Mai, Thailand.  
Study site: Chiang Mai, Thailand
Study start: September 2008
Study progression:
        Phase I has been completed and phase II will start after getting IRB approval expected in January 2010.

Study Title: Effects of new alcohol restrictions on sexual behaviors of Thai underage youth  
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Principal Investigator: Kovit Yongvanitjit, MD,    Apinun Aramrattana, MD, PhD
Co-investigator: Tasanai Vongchak, MPH
Sponsor:  Thai-US CDC (TUC)
Rational: Estimates of both the size of the injecting drug user (IDU) population and their HIV prevalence are impor-
tant for planning and evaluating prevention and care programs. According to routinely conducted surveillance by the 
Thai Ministry of Public Health, HIV seroprevalence among IDU has remained stable at around 40% for the past two 
decades, following a rapid increase in the late 1980’s.  Routine surveillance in Thailand includes IDU in drug treatment 
services, consisting mainly of methadone replacement therapy for opiate users; data on IDU not in treatment is very 
limited. The pattern of drug use has in Thailand also changed, with a major shift away from heroin and an increase in 
methamphetamine and benzodiazapine use.  Population-based estimates of the size of the IDU population in Bangkok 
show a marked drop since 1991, when the number was estimated at 36,000 to 3,600 in 2004. Clinic-based estimates show 
a similar pattern, from 7,500 in 1991 to 1,000 in 2004 to 511 in 2008. However, there are outstanding concerns about the 
validity of recent estimates. A respondent-driven sampling (RDS) survey conducted in Bangkok in 2004 was carried out 
during an anti-drug campaign, generally referred to as the “war on drugs,” that may have resulted in under-recruitment 
of out-of-treatment IDU. In addition, because of the shift away from heroin use to other drugs, both clinic-based data 
(reflecting those in methadone treatment) and the 2004 RDS (with interview sites based in methadone treatment clinics) 
may be underestimates because non-heroin users would be less likely to access these sites.  The investigators for that 
survey recommended that a future survey be conducted at interview sites in the community rather than in clinic settings. 
       Data about the size and composition of IDU populations outside of Bangkok are even more sparse.  The 
northern region of Thailand was a major source in the past of opium production, and more recently has 
been an entry route for both heroin and methamphetamine from bordering countries. There is evidence that 
the 2003 anti-drug campaign may have resulted in a substantial proportion of IDU in Chiang Mai ceasing to 
inject, and changing to alcohol or smoking opium or methamphetamines instead. However, there is little information 
about the duration of these behavior changes, nor current estimates of the number of drug users in this area.
Study aims:
To estimate the number of injecting drug users (IDU), and the proportions of in- and out-of -treatment IDUs, in Bangkok 
and Chiang Mai. 
To estimate the prevalence of HIV among IDU in Bangkok and Chiang Mai.
To assess risk behaviors for HIV acquisition and transmission among IDU in Bangkok and Chiang Mai.
Study design:
           We conduct a cross-sectional survey of IDUs in two locations in Thailand, Bangkok and Chiang Mai province, 
using RDS.  Survey participants are recruited using RDS. RDS is a type of chain-referral sampling designed to sample 
hard-to-reach populations. It reduces biases from other chain-referral methods by using a dual system of structured 
compensations both for being interviewed and for recruiting peers. Based on pre-existing contact, survey staffs recruit 
a handful of members of the target population who serve as seeds (initial, staff-recruited survey participants) from the 
target population. Seeds receive a compensation for completing the interview (primary compensation) and another 
compensation for recruiting their peers to participate in the survey (secondary compensation). The objective of the 
secondary compensation is to encourage participants to recruit their peers for the next wave of participants. Participants are 
allowed to recruit only a limited number of their peers, which facilitates lengthy recruitment chains and deeper penetration 
of the target population network. When a seed selects peers from his or her network and the peers complete an interview, the 
first wave is complete. Likewise, the participants of the first wave then become recruiters, recruiting their peers for the survey. 
Study site: Bangkok and Chiang Mai, Thailand
Study start: March 2009
Study progression: Data collection has been completed in September 2009. The final analyses are underway.

Study Title: Respondent-Driven Sampling Survey of HIV-related risk behavior and HIV 
prevalence in injection drug users in Bangkok and Chiang Mai, Thailand  
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