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Total: 33.2 (30.6 – 36.1) million
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Adults and children estimated to be living with HIV, 2007 



Cancers in HIV Disease

AIDS-Defining Virus
� Kaposi’s Sarcoma      HHV-8
� Non-Hodgkin’s Lymphoma EBV, 

HHV-8
(systemic and CNS)

� Invasive Cervical Carcinoma HPV
Non-AIDS Defining
� Anal Cancer HPV
� Hodgkin’s Disease EBV
� Leiomyosarcoma (pediatric) EBV
� Squamous Conjunctival Carcinoma HPV (?)
� Hepatoma HBV, HCV



Change in Incidence of Cancers in HIV in 
the cART Era in USA

� Kaposi’s sarcoma
� CNS Lymphoma
� Lymphoma (NHL and CNS)
� Lymphoma (HD)
� Cervical Cancer
� Anal Cancer
� Lung Cancer
� Prostate
� Breast
� Hepatoma

Patel P et al, Ann Intern Med 2008;148:728-736



Dual Burden of KSHV and HIV Infection in 
Africa Fuel an Epidemic of Kaposi’s Sarcoma 

HIV  KS KS Incidence



Need for clinical trial Networks

� To improve the standard of care

� We can not continue treating cancer patients using 
regimens untested in the context of HIV disease

� Treatment networks can help in achieving this goal
� Accruing rapidly using the same exact protocols and 

inclusion /exclusion criteria 

� And complete the trial in a timely fashion
� The data guide us to the future management of the 

disease. 





Building Blocks for Clinical Networks



Principal Investigator Obligations

� The PI must ensure that he and his research 
team are following good clinical practice 
(GCP) guidelines

� The PI is responsible for reading and 
understanding the protocol and the 
investigational drug brochure

� IRB approval and communication
� Accurate record collection and retention



Principal Investigator Obligations (Cont.)

� Conduct of the study and protocol adherence
� Informed consent
� Adverse events reporting



Model for a Clinical Trials Network
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Strategic Research Agenda

� Developed by the scientific groups and 
approved by the EC.

� Long and short term goals
� Develop realistic and achievable set of aims
� Prioritize the aims   
� Needs to be revised at least once a year
� Be careful not to get side tracked 





AIDS Malignancy Clinical Trials 
Consortium 



AIDS Malignancy Consortium (AMC)

� Evaluate clinical interventions for the treatment 
and prevention of malignancies in people with HIV

� Investigate the biology of these malignancies in the 
context of clinical trials

� Conduct Phase I, II and III clinical trials
� Address issues of international importance in HIV 

associated malignancies
� Contribute specimens and clinical data to the 

ACSR



AIDS Malignancy Consortium
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AMC International Objectives

� Develop AMC-sponsored and co-sponsored collaborative 
studies with emphasis on trials that:
- Employ hypothesis-driven, scientifically sound, locally 

relevant and feasible therapies
- Address important pathogenesis-based questions
- Utilize the unique scientific expertise of the AMC

� Assist with capacity building in developing nations for 
international HIV-related cancers

� Capitalize on practical clinical trial designs with laboratory 
correlative studies which can also serve as a source to 
obtain clinical samples for the NCI-sponsored AIDS and 
Cancer Specimen Resource (ACSR)



Current International Protocols

Protocol Project Site(s) Comment
AMC 049 Sunitinib in AIDS KS Uganda, Kenya Active

AMC 050 KSHV viral transcription Brazil Active

AMC 054 Quadrivalent HPV vaccine India
Local Gov 

Review

AMC 055 Indinavir endemic KS Uganda Active

AMC 056 Indinavir endemic KS Zimbabwe
CTEP/IRB 

review

AMC/ACTG 
5263/5264

Treatment of early and late 
KS

Several sites in 
Africa

In development

AMC
Oral Chemo and Modified 

CHOP for AIDS NHL
TBD In development



AMC International Sites

� Uganda,Kampala
� Kenya,Nairobi
� Zimbabwe,Harare
� India,Mumbai, Chennai, Tamil Nadu
� Brazil, Sao Paulo
� Australia, Darling Hurst, NSW



AMC Leadership

• Principal Investigator
Ronald Mitsuyasu, UCLA

• Kaposi’s sarcoma WG
Susan Krown,  MSKCC

• Lymphoma WG
Alexandra Levine, City of 

Hope
• International WG
Scot Remick, Univ. West 

Virginia

• HPV WG
Joel Palefsky, UCSF

• Laboratory WG
Richard Ambinder, Johns 

Hopkins
• NCI

Mostafa Nokta, Behthesda, 
MD



Enhance Collaborations



Major Sponsors for International HIV/AIDS 
Programs 

� PEPFAR 
� The Global Fund, UNAIDS
� NIH Supported Networks (Multi-Institute)

ACTG, IMPAACT, HVTN, MTN 
� NIH AMC (NCI)
� NIH training Programs (FIC)

e.g.  AITRP, ICOHORTA
� Bilateral programs
� ANRS, INSERM, MRC, ---etc,



The United States President’s Emergency 
Plan for AIDS Relief (PEPFAR)

� $48 billion over the next 5 years to combat global 
HIV/AIDS, tuberculosis, and malaria. 

� Treatment for at least 3 million people 

� Prevention of 12 million new infections
� Care for 12 million people, including 5 million 

orphans and vulnerable children 

� support training of at least 140,000 new health care 
workers in HIV/AIDS prevention, treatment and care

� It supports more than 100 Countries



PEPFAR Countries



The Global Fund

� Global public/private partnership 
� Provides additional resources to prevent and 

treat HIV/AIDS, tuberculosis and malaria. 
� It approved funding of US$ 11.4 billion for 

more than 550 programs in 136 countries.
� It provides a quarter of all international 

financing for AIDS globally
� UNAIDS/Global Fund Partnership



China

Mongolia

Round 1

Round 2

Round 3

Round 4

Countries with grants from multiple 
rounds are assigned the round in 
which they received their first grant.

Countries with Global Fund grants

With Round 4, the Global Fund has approved
296 components  
in 127 countries 
2-year budget: US$ 3.2 billion
5-year budget: US$ 8.1 billion  

B&P/300704/14



NIAID HIV/AIDS Clinical Trial Networks

� AIDS Clinical Trials Group (ACTG)

� International Maternal Pediatric Adolescent AIDS 
Clinical Trials Group (IMPAACT)

� HIV Vaccine Trials Network (HVTN)
� Microbicide Trials Network (MTN)



China

Mongolia

Round 1

Round 2

Round 3

Round 4

Countries with grants from multiple 
rounds are assigned the round in 
which they received their first grant.

Countries with Global Fund grants

With Round 4, the Global Fund has approved
296 components  
in 127 countries 
2-year budget: US$ 3.2 billion
5-year budget: US$ 8.1 billion  

B&P/300704/14



Fogarty International Center

� AIDS International Training and Research Program 
(AITRP)

� US Institutions with strong AIDS-related training Programs in 
low and middle income countries.

� International Clinical, Operational, Research, and 
Health Services Research and training Award for 
AIDS and Tuberculosis (ICOHORTA-AIDS/TB)

� Capacity building for clinical research and implementation 
science for AIDS and TB
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Useful Links

“One World One Hope”

AMC: pub.emmes.com/study/amc/public/index.htm
PEPFAR: www.usaid.gov/our_work/global_health/aids/pepfar.html
The Global Fund: www.theglobalfund.org/en/
ACTG: www.aactg.org/
IMPAACT: www.impaactgroup.org/
AITRP: www.fic.nih.gov/programs/training_grants/aitrp/index.htm
ICOHORTA:

ww.fic.nih.gov/programs/training_grants/icohrta/aids_tb.htm




