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• No new TB tests in public sector for many years

• No WHO approval mechanism

• No dedicated laboratory strengthening initiative

• No mechanism to link policy change to scaled-
up implementation

• No DEC pricing mechanism for existing tools

• No public sector platform for discovery and 
development of new TB tests

Situation in 2004



• Multiple new TB tests in public sector use

• WHO approval mechanism established

• Global laboratory initiative established/Maputo 
declaration

• UNITAID, PEPFAR, GFATM funding scale-up

• Negotiated pricing in place

• Multiple discovery and development activities 
led or partnered with the public sector

Situation in 2008



POSITIVE

NEGATIVE

Tests that revolutionize 
patient care or disease control

• POC smear replacement

• POC culture replacement

• 2-day high-TP sensitive lab 
test for case detection +/-
DST for urban centers

• 2-day lab-free culture 
replacement

• Specific predictor of 
progression from LTBI

Tests that are significant 
incremental improvements 
over existing tools

• Improved microscopy

• Simplified or speeded culture

• Simplified or speeded DST
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Addressing equity: Making EME standard 
accessible in DEC

•Price negotiations on MGIT

•Licensing agreement for MPT64 

•Development for lower cost version

•Large demonstration projects (>100,000 pts)

•Customer support plan



Addressing MDR crisis: Proving PCR and 
line-probe hybridization in HBCs

May 2004 Peru study of 5 methods



Addressing MDR crisis: Proving PCR and 
line-probe hybridization in HBCs

Press Release: 9 October 2006

FIND and Hain Lifescience agree to fast track a rapid 
molecular screening test for MDR and XDR tuberculosis



Addressing MDR crisis: Proving PCR and 
line-probe hybridization in HBCs

2007 Evaluation of Genotype MDRTB plus

99.7% (98.5 – 100.0) 97.9% (95.7 – 99.2) 99.7% (98.4 – 100.0) NPV

100% (95.8 – 100.0) 99.1% (95.3 – 100.0) 97.9% (92.7 – 99.7) PPV

99.8% (98.8 – 100.0) 98.2% (96.5 – 99.2) 99.3% (98.1 – 99.9) Overall accuracy

100% (99.0 – 100.0) 99.7% (98.3 – 100.0) 99.4% (98.0 – 100.0) Specificity

98.8% (93.7 – 100.0) 94.2% (88.4 – 97.6) 98.9% (94.3 – 100.0) Sensitivity

Multidrug-resistanceIsoniazidRifampicin

• 536 patients included

• 97% specimens gave interpretable results, including 95% of 
specimens with contaminated MGIT cultures



Addressing MDR crisis: Proving PCR and 
line-probe hybridization in HBCs



Diagnostic needs at different levels of the health system
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Point of care testing

• Antigen detection
−Feasibility studies of Ag 

detection in sputum
−Evaluations of commercial LAM
−Development of new LAM 

reagents
−MS characterization of LAM 

species in urine
−Proteomic discovery from urine, 

sputum, blood
−Feasibility studies of more 

sensitive POC platforms

• Antibody detection
−Screening entire proteome
−Alternate expression systems
−Peptide profiling

• Molecular testing
−Feasibility assessment of POC 

molecular
−Feasibility studies of trans-renal 

DNA

• Volatiles detection
−Feasibility studies of eNose
−VOC discovery projects

• New approaches
−FIND RFA for POC 2008


