
Improving access to infant and child 

HIV diagnostic 

 



2015 treatment coverage 

Presenter
Presentation Notes
We are at a historical moment in the HIV response and in public health. For the first time in global health history, the world has reached a global numerical treatment target prior to the agreed deadline: providing antiretroviral therapy to 15 million people by 2015 (up from 13.6 million in June 2014).  (next)



Global ART coverage is lower among children 

Children Adults 

32% 41% 



Ambitious, but achievable, new target  



Looking at 90-90-90 from the child’s perspective 



Children “only” account for about 6-7% 
of people in need of ARV treatment 

 
   

Children in need of ART 



Why are  people not accessing treatment? 

• Lack of knowledge of HIV status 
• Punitive policies and laws 
• Stigma and discrimination in health care settings and 

the community 
• Stretched health care workers 
• Disparities in access to affordable medicines 
• Disparities in investments 

 

 



Access To Virologic HIV Testing 
(Early Infant Diagnosis) 2012 
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*Lesotho data represents 2011 coverage data 
Source: UNAIDS, UNICEF and WHO, 2013 Global AIDS Response Progress Reporting, and UNAIDS 
modeling2012 HIV and AIDS estimates. 



Reduced commodity prices 

EID price 
reduction 

Presenter
Presentation Notes
VIRAL LOAD ACCESS PRICING - ANNOUNCED AT UN GENERAL ASSEMBLY SEPT 2014Roche Diagnostics announced a 40% price reduction for the HIV viral load tests in low - and middle - income countries. The new ceiling price is $ 9.40 PER TEST 



Column1 Sales 

 
200.000 

Tests 
 
 

 

USD 
500.000 

  

EID Agreement yields results 

Presenter
Presentation Notes
About 200,000 tests have been procures post EID deal announcement. This translates to about $0.5M saved to date. 



Location matters 

Source: Location, Location: Connecting people faster to HIV services, UNAIDS; Geneva, 2013 

Relative likelihood of HIV-positive adults (15-49 years) accessing antiretroviral 
therapy due to the distance from their nearest primary healthcare facility.  



Based on an average of 3 countries from a 
UNICEF review of EID service delivery,  

50% of positive EID test results are NOT 
received by the patient1 

50% 50% 

Results not
received
Results
received

Sources: 1A Multi-Country Review of HIV Early Infant Diagnosis Service Delivery 2009  
12 

• Wasted reagents 
 

• Wasted HR time 
 

• Unnecessary repeat testing 
 

• Infants lost to follow-up 
before receiving results  
 

• Poor linkage between 
testing and care & 
treatment 
 

• High infant mortality 

With conventional EID, many test results are never received by the 
infant or caregiver 



2015 2013 2014 2016 

Alere q 
Alere 

SAMBA VL 
DDU/Cambridge  

COBAS® Liat™ Analyzer 
IQuum 

EOSCAPE HIV™  
Wave 80  

GeneXpert 
Cepheid 

Savanna Viral 
Load Platform 

NWGHF 

Viral Load 
Assay with 

BART 
Lumora 

*Estimated as of December 2014; timeline and sequence may change.            No market launch date set by company.         
  Platforms in red have specific EID assay. 

RT CPA HIV-1 
Viral Load Ustar 

Gene-RADAR 
Nanobiosm 

LYNX HIV p24 
Antigen 
NWGHF 

POC HIV EID (and viral load) products: 
available and pipeline* 

Micronics 

SAMBA EID 
DDU/Cambridge  

ZIVA™ 
Cavidi 

Daktari™ 
System 

Truelab PCR 
Molbio/bigTec 



Device Testing Menu Core Technology  Predicted Availability 

• HIV VL & EID 

• Manual NA extraction 
• Isothermal NAAT 
• Bioluminescence 

detection 

• 2016 

• HIV VL & EID, TB+ DST, 
HBV, Malaria 

• Automated NA 
extraction Gen 2 

• qPCR NAAT 
• Fluorescence detection 

• 2016 

• HIV VL & EID 

• Automated NA 
extraction 

• Isothermal NAAT 
• Fluorescence detection 

• 2016 

• HIV VL 
• Integrated NA extraction 
• qPCR NAAT 
• Fluorescence detection 

• 2016 

 
 

• HIV VL 
• Integrated NA extraction 
• NAAT 
• Fluorescence detection 

• 2016 

• EID • HIV p24 antigen 
• Lateral flow detection • 2016 

Next stage POC Technologies – 2016  

NWGH
F 

NWGHF 
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Device Testing Menu Core Technology  Predicted Availability 

• HIV VL & EID, TB+ DST, 
HBV, Malaria 

• qPCR NAAT Gen 3 
• Fluorescence probes 

detection 
• Beyond 2016 

• HIV EID, TB +DST, Malaria, 
STIs, others 

• qPCR NAAT 
• Microarray nanowire 

detection 
 

• Beyond 2016 

• HIV VL, TB + DST 
• Isothermal NAAT 

 • Beyond 2016 

• HIV VL, ebola, others • Lab-on-Chip, real-time 
detection • Beyond 2016 

• EID, E. coli. Others • NAAT • Beyond 2016 
 

• HIV & HCV VL • Electrochemical 
amplification • Beyond 2016 

Next stage POC Technologies – Beyond 2016 



Beyond 2016 - device-free 

Developer Technology Applications 

• Paper-based microfluidics 
• Isothermal NAAT 
• Lateral flow detection 

• EID, Malaria, Ebola, 
other 

• Isothermal NAAT 
• EID, HIV VL, 

cryptosporidium 
 

• Isothermal NAAT 
• Lateral flow detection 
• Power-free heater unit 

• EID 

• Paper-based microfluidics 
• Isothermal NAAT • EID 

• Plastic microfluidics 
• Isothermal digital NAAT 
• Smartphone App 

• HIV, HCV, VL, C.diff, 
other 

Presenter
Presentation Notes
DFA – Boston based – have working prototype of device (see next slide) – could complete development in next 2 years – this is most advanced project we know of and is being lead by a companyRice 360o Institute for Global Health Technologies – Rice University - Rebecca Richards-Kortum Lab  (http://news.rice.edu/2014/06/05/rice-developing-mobile-dna-test-for-hiv-2/)PATH – Seattle – David Boyle and Paul LaBarre are both working on device-free EID testsStanford Bioengineering - Dr. David Katzenstein & Dr. Utkan Demirci – developing with assistance from Wallace H. Coulter FoundationSlipChip LLC – start-up created to commercialize research of Prof. Rustem Ismagalov from California Institute of Technology – have published on use of their technology to perform VL for HIV and HCV as well as detect various pathogens including C.diff.  (https://www.genomeweb.com/pcr/proof-concept-c-diff-mdx-device-uses-isothermal-amplification-slipchip-microfluidics)



Barriers to new technologies 

Pre-market barriers 
 

– Small and uncertain market 
– Insecure investment to 

complete development and 
commercialization 

– Uncertain prioritization 
– Difficult regulatory approval 

pathways  

 

Post-market barriers 
 

– Slow country evaluations of 
new technologies 

– Unpredictable procurement 
practices 

– Competition with existing 
platforms 

– Low volumes and difficult 
quality management 
 

 

 
 



4% 9% 5% 

Source: ASLM 

Malawi  Ethiopia   Rwanda   Zambia  RSA   

Personnel 
ARVs 

Lab  
Other 

6% 15% 

 The share of Lab portfolio varies by country 



Multiple actors in paediatric treatment 

 WHO guidelines 
 UNICEF  
 Implementers 
 … 

 
 

Normative / Technical 
 

Advocacy / Political 

 The Global Plan 
 The Double Dividend 
 UNITAID/MPP/DNDI 

paediatric initiatives 
 IATT 
 … 

 
 PEPFAR 
 The Global Fund 
 UNITAID 
 Foundations 
 Domestic 
 … 

Financing 
 



Financing  Normative/ 
Technical   

Advocacy/ 
Political  

R&D  

Partnering for success 

Presenter
Presentation Notes
During te upcoming PCBN we will explore with our partners the best formula for partnership an dcoordintaionThank you



Presenter
Presentation Notes
At this time in history, there is an urgent need to unify everybody’s effort under a common and cohesive umbrella to have more impact, improve efficiency and effectiveness along with quality of HIV services, and overall save more children’s lives.We know that appropriately and adequately addressing pediatric HIV can be complex – it requires organization, commitment and attention to detail. Yet if appropriately treated, monitored, and supported, HIV-positive children will not only survive, but will thrive.  Although young children cannot pass on HIV and do not contribute to the spread of the epidemic, they are individuals with a right to care and treatment and should be given the priority that, like all children, they deserve.   With sustained and increased commitment and financial resources and a paradigm change on how to deliver HIV testing, treatment and retention services, the global HIV/AIDS community will end pediatric AIDS. Because children do not have the voice to advocate for themselves, we must all speak on their behalf if pediatric AIDS is to be addressed and ultimately, brought to an end. And we really should be able to think that when the story of these times gets written, we want it to say that we did all we could, and it was more than anyone could have imagined. 
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