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AlereTM Pima was the first POC CD4 diagnostic to gain widespread uptake

Å Commercially available in Q4 2009

Å CE marked in Q4 2009

Å First independent evaluations in Q1 2010

ÅWHO pre-qualified in Q4 2011



Several Pima evaluations were conducted all over the world



Several Pima evaluations were conducted which all produced the same result

Country Completed Bias Sensitivity Specificity Result

Country 1 2010 -60 cells/˃ ƭ 100% 93% Ṋ

Country 2 2010 -52 cells/˃ ƭ 94% 75% Ṋ

Country 3 2010 +8 cells/˃ ƭ 95% 88% Ṋ

Country 4 2011 -6 cells/˃ ƭ 94% 86% Ṋ

Country 5 2011 -49 cells/˃ ƭ 93% 74% Ṋ

Country 6 2011 -29 cells/˃ ƭ 95% 90% Ṋ

Country 7 2012 -2 cells/˃ ƭ 91% 91% Ṋ

Country 8 2012 -9 cells/˃ ƭ 90% 87% Ṋ



Agenda

Past Experience with POC Evaluations

Strategies for Accelerated POC Product Approvals

Update on Recent POC Evaluations

Future POC Evaluation Plans

Other Aspects of Quality



XPast experience suggests that multiple Pima evaluations delayed product 
uptake anddid not provide significantly new information

Current State

ÅMore than 20 Pima technical evaluations were 
conductedin Africa and 50+ worldwide

ÅDuplication of efforts across countries with limited 
additional knowledge gained

ÅNo standard regulatory framework for diagnostics

Improved Approach

ÅEvaluation results shared across countries

ÅHarmonization of evaluation protocols

ÅOrganizationssupporting evaluations (MOHs, 
CDC, LSHTM, MSF, CHAI, etc.) well coordinated

ÅRegulatory standards harmonized within regional 
economic blocs (e.g. EAC, SADC, ECOWAS, etc.)
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XHow is regulatory harmonization like an electrical circuit?



EID evaluations are particularly challenging to repeat in every country 
because of the time required to find the number of HIV+ infants required
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Example Country: 
EID Testing NeedBy Site

Individual Sites (n=2,789)

HEIs per Site 
per year

Only a handful of sites have 
significant patient numbers 

If this country selected the 
largest 3 sites for an EID

evaluation, it would take 5 
months to find 100 HIV+ 

infants


