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Persistent gap for accessing WRDs to achieve the targets of the End TB 
strategy (only 48% access in 2024).

Yet rich pipeline of new TB diagnostic tools

Critical shifts are required to expand access to WHO recommended rapid Dx
tests (WRDs), including at the decentralized/community level

Innovation

• Swab based POC/NPOC

• Next generation high sensitvity
lateral flow assay

Background and context



‘‘How to expedite the review and approval of new TB 

diagnostic tools and technologies to facilitate quicker

market entry & uptake in national policy while maintaining
safety & quality standards ?’’

“it took between 2 to 9 years from the 

endorsement of a new technology to its full 
implementation, with the duration 
increasing with the complexity of the test”

Background and context



Objective:
 
• to identify relevant context and obstacles to the 

introduction to the market of novel diagnostics for 
TB

Anticipated result:

• Consolidated and usable information and 
recommendations for manufacturers, technical 
agencies and donors to accelerate the initial 
introduction and early uptake of new TB 
diagnostics

New TB Dx Critical Path Analysis project

+ Nigeria
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In country adoption & 
scale up

Regulatory approval
Global & country levels

Methods



Co-creation of outputs

Methods

• Stakeholders, steps & processes along        
the pathway

• Inter-dependencies
• Timelines



https://www.tbdxcriticalpath.org

Outputs

https://www.tbdxcriticalpath.org/


Outputs



Key findings on REGULATORY APPROVAL

• National pathways for IVDs and MD dossier review & approval are available or being setup

• Guidelines are readily accessible (online).

• Approvals of TB Dx in Africa mostly rely on WHO (recommendation/PQ) as a standard for quality, safety, 
and efficacy

• For TB programs WHO recommendation/PQ is a pre-requisite (for funding, procurement, TA & operational 
guidance)

• Private sector complies with national approval pathways but is not always bound by national policy.



Enablers Barriers

• Online portals (all)

• Countries are actively engaged in capacity building & 
harmonization initiatives:

• ML3 listed (SA, Nigeria and Ethiopia)
• IMDRF affiliated (Ethiopia, Kenya, Nigeria South 

Africa)

• WHO GBT & MD (Nigeria)
• AMA ratification (Ethiopia, Gabon, Kenya)

• Pro-active involvement of manufacturers (ie: SAHPRA IVD 
&MD pathway pilot & info webinars)

• Reliance and abridged/expedited reviews pathways (e.g: 
WHO CRP)

• Integrating & leveraging local evidence (South Africa)

• Insufficient resources (human and financial) leading to delays 

(all)

• Limited awareness about regulatory requirements (from 

manufacturers)

• Rapid pace of innovation which often outstrips the 

regulatory framework, making it difficult to keep guidelines 
and standards up to date

• Potential for duplication/overlap of regulatory entities at 
country level causing confusion & higher administrative 
burden for manufacturers (eg: NRA and Health technology 

assessment or Lab Councils)



TIMELINES FOR
NATIONAL APPROVAL 
ACCORDING TO REVIEW
MODALITY 



LOCAL EVIDENCE FROM
INNOVATION HUBS,
JOINT ACADEMIA/NRL RESEARCH
EMBEDDED IN REGULATORY PROCESSES
(SOUTH AFRICA)

90 days to 12 months



PRE-MARKET EVALUATION AS ENABLER:
INTERNATIONAL CONSORTIA (ETHIOPIA)



Key findings on  ADOPTION INTO NATIONAL POLICY

• Local evidence accelerates uptake into national policy and informs programmatic deployment, scale up and 
integration strategies

Enablers Barriers

• National research ecosystems (South Africa, Ethiopia, 

Nigeria)

• Local evidence on performance, operational 

characteristics, acceptability, cost-effectiveness 
either upstream and downstream of regulatory 
approval.

• TWG provide multisectoral platforms for review (all)

• Alignment with NTP & wider health sectors 
strategies (ie: Health extension program in Ethiopia, 
Community health strategy in Gabon)

• Lack of overarching guidance & uncertain timelines for in country 

for in-country performance evaluation and operational studies.

• Fixed, timebound review and production cycles for policy updates 

(vs ad hoc policy addendums).

• Private sector not leveraged as an entry point, where relevant



UPTAKE VIA THE PUBLIC SECTOR
(SOUTH AFRICA) 



UPTAKE VIA THE PRIVATE SECTOR
(SOUTH AFRICA) 



Key findings on PROCUREMENT and IMPORT

• TB IVDs and MD are manufactured externally and imported (all)

• A registered/licensed local representative is required (all) and additional requirements may apply (all).

• Donors (currently Global Fund) are the main source of funding and global pooled platforms (GDF or WAMBO) the 
main channels for procurement (all)

Enablers Barriers

• Import waivers for i.e. investigational products (Ethiopia, 

Gabon, Kenya, Nigeria)

• Subsidized/volume-based pricing

• Interim pathways to procurement eligibility (i.e. ERPD 

from Global Fund)

• Market access initiatives (Global Fund/UNITAID)

• Misalignment between national regulators 

• Donor dependency (Ethiopia, Kenya, Nigeria)

• Limited local manufacturing

• Access to foreign currency/exchange rate (Ethiopia, Nigeria)

• Small market size & limited market attractiveness (Gabon)



ADDITIONAL REGULATORY REQUIREMENTS 
WHEN IMPORTING (NIGERIA)



Key findings on IMPLEMENTATION & SCALE UP

USE CASES:

• replace microscopy as initial test (Ethiopia, Gabon, Kenya)
• expand access at decentralized level and outreach to underserved populations (all) 

Enablers Barriers

• Targeted technical assistance (from donors/partners or 

SNRLs or regional laboratory initiatives/networks) & pilots 
introduction

• In country manufacturer support at early market entry 
(installation, maintenance, spare parts etc.)

• Inclusion in NEDL, minimum/essential service packages

• DNO/DNA (informing use case /placement)

• Potential for integration & multi-disease testing

• Programmatic funding gap (all)

• Limitations of national lab systems

• Staff shortage & attrition

• New cadre of workers to be trained (task sharing) at the 
point of service delivery (ie: PHC)

• Absence of enabling legal/policy framework for testing 
outside the lab



SUPPORT FOR PILOT INTRODUCTION

https://dev.srlcotonou.org/reseau-international-tb/



STATUS OF NATIONAL POLICIES FOR TASK SHARING/SHIFTING*

*Courtesy of Nzee Ndlovu







An opportunity: the Africa Medicine Agency

Harmonized process for 
joint review & listing 

of medical devices and  
IVDs

Medical Devices Assessment Technical 
Committee (MDA-TC)

African Medical Devices Forum (AMDF)

Diagnostic Advisory 
Committee (DAC)



9 days

New TB Dx

AMA CONTINENTAL LISTING: 
POTENTIAL FOR SYNERGIES & 
INCENTIVE FOR LOCAL 
MANUFACTURING ? 



Recommendations





THANK YOU



https://www.tbdxcriticalpath.org/
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