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POCT Advancements in Developing Markets Will Help to Drive
Disruptive Change in Developed Markets

Hypothesis

With focus increasing on POC
technologies and their application
to the needs of the developing
world, it is time to consider the
disruptive impact these
Investments will have in the
coming years to help drive
decentralization of testing
services in developed world
markets
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The Testing Situation Today In Resource Limited Settings

fariability Seen in
nvironments

C Health care workers in resource-limited
settings lack access id diagnostic test
results to make(treatment decisions during
the clinical visit

C Only an estimated 45% of those who need
testing in sub-Saharan Africa get it

C Many persons who are tested do not return
to the clinic (lost to follow up)

C Diagnostic systems available today were not
designed for use in resource limited settings

C Avallable test me are not reflective of

developing Worl
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Point of Care Testing (POCT) Definition

NRapi d t easoundang t |
communication of results at the
same location where patients visit
and treatment is available to guide
real-time clinical decisions during the
clinical encounter? ©

4

Point of Impact (POI) Testing?

1. Adapted from Pai et al. Point-of-Care Testing for Infectious Diseases: Diversity, Complexity, and Barriers
in Low-and Middle-Income Countries. PLOS Medicine 9: e1001306, Sept 2012
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Point of Care Testing i More Than Just a Technology Solution

Better designed POC instrument systems
are not the only options being evaluated.
Other considerations:

. Compatibility with policies to expand local
laboratory services

, Compliance with laboratory Monitoring
and Quality standards

. Addresses training, distribution, service Koladeba HC, Northern Ethiopia
A Bushofitu HC, Ethiopia
and support capabilities

, Satisfies communications requirements

POCT must be thought of as a
combination of technology solutions
and business process considerations
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Establish Needs and Requirements:
A First Priority in the Product Development Process

Product
Development :
Process
New ldeas Technology Application Commlercial
Development Development Scale-up

T Proof of Application Technology Market

Product
Launch

Concept Identification Transfer Development

¢ Verify unmet needs: The search for common requirements:

Who is the customer? The user?

What are their pain points?

What is the use environment? Workflows?

Who are the key stakeholders?

What changes should be anticipated during the life of the product?

Clear understanding of needs will enable drafting of appropriate
requirements and specifications documents
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Halteres Market Research : Verifying Market Needs and
Requirements

¢ Kenya, Ethiopia, South Africa and Brazil (2012-2013)
_ Visited >60 facilities; Interviewed >170 individuals
¢ Primary focus was on Level | laboratory settings
Health Centers, Community Clinics

¢ Also visited upstream centers (hospitals, reference labs) to better
understand the referral process and infrastructure

¢ Spoke to clinical and laboratory staff, Ministry of Health
representatives and other medical / diagnostic experts

Ethiopia South Africa
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Key Market Findings: The Case for Point of Care Testing

¢ Uniform desire expressed by officials and practitioners to bring
primary care services closer to the patient

C Rising expectations were evident from multiple stakeholder groups:

A Leverage technology revolution

A Manage disease burden at primary
care location

A Expand infrastructure

Policy Makers

A Add treatment decision tools

Clinicians A Prevent loss to follow up

Laboratorians A Improve testing services

Primary Care Reception Policlinico Helio
Pellegrino - Rio de Janeiro, Brazil

A Demand local services

Patients A Seek better care

Momentum is building for POCT as one solution for improving access and
linkage to healthcare
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Laboratory System Profiles: Level | is the Target Setting

IV. National Ref. Labs / Hospitals
IV AEsoteric and referral testing;
surveillance

lll. Provincial Ref. Labs / Hospitals
AReferral testing; all testing except
esoteric Dx

Level Il

Level I o _
Il. District Labs / Hospitals

AReferral testing; all routine Dx
supporting Level | Centers

|. Lowest Level Labs / Health
Centers, Community /
Municipal Clinics

AModerate infrastructure

APrimary care only; rapid tests,
some manual serology,
chemistry, microscopy

Level O
No Laboratory / Health Posts
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Example: Broad Menu Desired at Level | Facilities

Maternal /
HIV Neonatal Febrile Respiratory EDD
® v antibody 8 Pre-eclampsia @ \Malaria/ G6PD ® pPreumonia @ Amoebiasis
® Hiv cpa @ csC @ Pneumonia @ influenza @ campylobacter
@ Hiv Vviral load "1 Glucose @ Dengue ® rsv @ . coli
@ csc | @ syphilis @ Typhoid @ TB Identification @ Shigellosis
A Liver function @ HPV ® 1B MDR/XDR @ cholera
A Creatinine @ HIV p24 @ cBC @ Cryptosporidium
@ 18+ @ HIV antibody
@ T8 MDR/XDR @ Hepatitis
. Serum iron Neglected IDs

@ Schistosomiasis

@ Leishmaniasis

@ Japanese Encephalitis
@ Trypanosomiasis

Key: Diagnostic platform required to perform test
é.Cel counting ,&Chemistry analysis‘\NAT @ Lateralflow / Immunoassay
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Sample High Impact Test Menu for Level | Health Centers

HIV Diagnosis and ART Initiation

_ HIV 1/2 Ab rapid test  Kidney function panel CBC
Technologies myg— E— |
ARDT Serology iver function pane
ACell Analysis :> TB case detection HIV viral load
ANucleic Acids TB Diagnosis and First Line Drug Resistance
AChemlstry TB Dx + first line Rx resistance markers

Malaria Diagnostic and Drug Susceptibilit
Sample Types g g P y

AVenous blood Malaria species determination + G6PD (genetic marker)

AFinger stick :> Maternal Health (core menu varies by country)
ﬁSp_utum HIV 1/2 Ab Rapid test CBC w Hematocrit Syphilis
Jrine HIV CD4 Malaria RDT Glucose

=

Introduction Menu Requires =
C 4 technology types and several =9 %

-

(3

sample types |
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Design Requirements: Site Readiness to Adopt New POCT

Power Availability Rating
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