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CALL FOR EXPRESSION OF INTEREST


Invitation to Submit an Expression of Interest to Facilitate Technology Transfer and Establish African Manufacturing of the Lung Flute ECO for Sputum Induction to Support Tuberculosis (TB) Diagnosis in High-Burden Settings

FREQUENTLY ASKED QUESTIONS


Issue Date: 26 March 2026 
Closing Date: 30 April 2026
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List of abbreviationsDisclaimer Notice and Confidentiality

This Call for Expression of Interest (EOI) is issued by the Research Institute of Tuberculosis (RIT), in collaboration with the Aurum Institute and Acoustic Innovations, Co., Ltd., with funding and technical support from the Global Health Innovative Technology (GHIT) Fund. This EOI is intended for planning and design purposes only and should not be regarded as a Call for Proposals or a Request for Tender. Any information submitted in response to this EOI is provided voluntarily and may be reviewed by RIT, Aurum, Acoustic Innovations, and GHIT. None of these organizations shall be under any obligation to procure any of the services, technologies, or products described herein, and the issuance of this EOI shall not be construed as a commitment to enter into any commercial or other business relations. The information submitted may be used by RIT, Aurum, Acoustic Innovations, and GHIT to inform strategic decisions and planning within their respective project portfolios, including but not limited to the design of future Calls for Proposals or other solicitations which RIT, Aurum or Acoustic Innovations may issue.
Any information submitted in response to this EOI that needs to be treated as “confidential” should be marked as such on the completed form by the respondent. When information is marked confidential, RIT, Aurum, Acoustic Innovations, and GHIT will take reasonable measures to maintain confidentiality and will not disclose such information outside of the aforementioned organizations without written consent from the respondent. However, this confidentiality obligation shall not apply if the information concerned, or any part of it (a) was known to any of the organizations prior to disclosure by the respondent, (b) was in the public domain at the time of disclosure by the respondent, (c) becomes part of the public domain through no fault of the organizations, or (d) becomes available to the organizations from a third party who is not in breach of any legal obligation of confidentiality to the respondent. Information not marked as confidential will nevertheless not be shared with other entities or individuals outside the organizations without the respondent’s written authorization unless that information has been anonymized or aggregated to deter identification of individual manufacturers (e.g., used without specifying individual Company or Organization names, product names, geographical location).

Expression of Interest: Lung Flute ECO Local Manufacturing
Invitation to Establish Local African Manufacturing and Technology Transfer
Frequently Asked Questions for Prospective Manufacturers
	Issue Date: 26 March 2026
	Submissions Due: 15 April 2026 | Closing: 30 April 2026



1. What is the Lung Flute ECO and what problem does it solve?
The Lung Flute ECO (LFE) is a disposable, paper-based, handheld oscillatory positive expiratory pressure (OPEP) device that uses low-frequency acoustic waves to loosen and mobilise secretions from the lower respiratory tract, enabling patients to produce sputum for diagnostic testing. It consists of a paper tube body (approximately 30 cm), a thin Mylar plastic reed that vibrates on exhalation, and a mouthpiece with no electronics, no sterile fill, and no complex assembly.
The device addresses a critical bottleneck in tuberculosis (TB) diagnosis: sputum scarcity. An estimated 65% of children and 23% of adults with presumptive TB cannot produce sputum spontaneously. Sputum-based molecular testing including Xpert MTB/RIF Ultra remains the global cornerstone of TB diagnosis, yet missing samples continue to undermine case detection at scale. The LFE was designed to respond to the needs of people who cannot access sophisticated hospital infrastructure or who are fearful of expensive or invasive procedures.

2. What is the clinical evidence base for the Lung Flute ECO?
The LFE has been evaluated in over 10,000 individuals at risk for TB across multiple peer-reviewed studies. Key results from the GHIT-funded 3V Trial (2021–2023, n=8,567 adults and 565 children):
· LFE increased testable sample production (≥1 mL) by 6.5% overall
· In sputum-scarce participants, LFE increased testability by 62% in adults and 20.3% in children aged 6–14 years
· LFE boosted positive Xpert MTB/RIF Ultra results by a net 3.4% in paired tests (9.2% spontaneous expectoration vs 9.8% LFE)
· LFE increased diagnostic yield by 12.1% among adults who could not expectorate or whose sputum tested negative (OR 2.26, 95% CI 1.12–4.68)
· Adverse events in adults: 0.5% (below the 3% TPP threshold); in children: 6.0% temporary self-limiting cough (within the minimally acceptable 10% threshold)
· LFE was well received by adults and acceptable to caregivers and children
Phase 1 findings are published in ERJ Open Research (2024; 10(3):00902-2023). The device has received positive technical review by WHO (Compendium of Innovative Health Technologies, 2012), FDA 510(k) clearance for equivalence for sputum clearance in COPD, and inclusion in Japan’s national TB guidelines and insurance reimbursement system. Two US patents (6702769B1, 6984214B2) have expired, facilitating open manufacturing.
The ongoing FLUTTE project (GHIT G2024-105R1) is conducting four additional multi-country randomised controlled trials across South Africa, Mozambique and Uganda (n=~8,600 participants) to generate evidence for WHO guideline development by 2027–2028.

3. What is the market opportunity in Africa?
The following estimates are grounded in African TB epidemiological data (WHO Global TB Report 2025) and peer-reviewed sputum scarcity literature. Two scenarios are modelled using a 3× conservative and 4× optimistic presumptive-to-confirmed TB case testing multiplier, reflecting real-world programme variability. Africa accounts for approximately 23% of global TB cases, with an estimated 2.62 million new incidence cases in 2024, of which 89% are pulmonary. Applying age-specific sputum scarcity rates (23% of adults, 65% of children), the projected annual LFE need across Africa ranges from approximately 114,000 to 171,000 units per year over the 2027–2030 period, as shown below.
	Year
	Conservative (3× multiplier)
	Optimistic (4× multiplier)
	Indicative Range (units/year)

	2027
	120,615
	160,820
	120,600 – 160,800

	2028
	128,068
	170,758
	128,100 – 170,800

	2029
	121,025
	161,366
	121,000 – 161,400

	2030
	114,368
	152,491
	114,400 – 152,500



In the near term (first 3–5 years), actual uptake is expected to be gradual. Under a realistic adoption trajectory of 5–25%, this translates to an initial addressable market of approximately 6,000 to 40,000 units annually. At indicative price points of USD 0.30–1.00 per unit, this corresponds to an estimated annual revenue opportunity of approximately USD 1,800 to USD 40,000 in early-stage adoption scenarios. As adoption scales through policy inclusion, procurement cycles, and programme integration, the market has the potential to expand toward the full addressable need across Africa.
Adjacent non-TB respiratory markets — including COPD (~27 million affected in Africa), bronchiectasis (~3–5 million), post-TB lung disease (~1.7 million new cases per year), non-severe pneumonia, and paediatric ARI — represent a further indicative potential of 2–7 million additional device-uses per year in Africa at partial penetration, providing commercial sustainability beyond the TB indication.

4. What are the product requirements manufacturers must meet?
Manufacturers are expected to produce the LFE to the specifications provided by Acoustic Innovations (AI) under a technology transfer arrangement. The Target Product Profile (TPP), aligned with WHO guidance, includes the following key requirements:
Performance:
· Optimal: ≥15% increase in testable sputum (≥1 mL) in sputum-scarce adults vs spontaneous expectoration; net ≥20% increase in sputum-scarce children
· Minimal: ≥10% increase in sputum-scarce adults; ≥5% increase in sputum-scarce children
· Time to specimen: ≤10 minutes (optimal), ≤20 minutes (minimal)
· Tolerability: <5% of users report temporary, self-resolving discomfort (optimal); <10% (minimal)
· Acceptability: >80% of user types and healthcare workers perceive LFE as easy, acceptable, and worthwhile
Design specifications:
· Paper tube body (~30 cm) made from medical-grade or sterile-grade paper/cardboard
· Internal Mylar (polyester film) reed — the only imported input; AI can supply reeds while local reed cutting capability develops
· Paper mouthpiece cone
· Single-use (outdoor, biosafe) format; no electronics, no adhesives required
· Ships flat; local assembly; no special storage conditions
Pricing targets (LMIC):
· Target cost of goods: ≤USD 0.10 (optimal)
· Retail cost: <USD 0.50 in LMICs
· UMIC retail: <USD 1.00
Regulatory classification:
· Class I equivalent in most jurisdictions (EU MDR Class I; SAHPRA anticipated Class A)
· No cleanroom required
· ISO 13485:2016 Quality Management System certification is required (or a credible implementation plan with a defined timeline)

5. What types of manufacturers are eligible to apply?
This EOI is open to legally registered companies based in Africa with the ability to produce medical-grade components from paper. Africa-based manufacturers and those with existing distribution networks in target markets are strongly encouraged to apply. Eligible applicants include those seeking to:
· Manufacture the LFE under technology transfer from Acoustic Innovations as a contract or licensed manufacturer
· Establish a new production line for the LFE within an existing paper, packaging, or medical consumables facility
· Transition or expand existing manufacturing capabilities to include the ECO platform
· Acquire rights to manufacture and distribute the LFE in a defined geography within Africa
Manufacturers do not need to currently own or manufacture the LFE. The LFE design is established and AI will transfer technology and specifications to selected partners.
Candidate manufacturing hubs with the strongest near-term feasibility include South Africa (most advanced medtech market in sub-Saharan Africa; SAHPRA registration pathway established), Kenya (EAC/COMESA membership, growing regional hub, government tax incentives), Nigeria (largest TB burden in Africa), Rwanda (strong governance and health manufacturing investment), and Egypt (largest medical device contract manufacturing share in Africa, ~28%).
Minimum eligibility criteria:
· Legally registered company authorized to operate as a device manufacturer
· Ability to produce medical-grade components from paper and/or plastic to precise specifications
· Production facility operating under current Good Manufacturing Practice (GMP)
· ISO 13485 certification obtained or a documented implementation plan with a defined timeline
· Ability to manufacture at commercial scale or a credible plan to reach it
· Demonstrated financial capacity to sustain production until commercialisation
· Willingness to commit to supply through at least 2031, at agreed ceiling pricing, with access and affordability conditions

6. Why is local African manufacturing commercially attractive for the LFE?
The LFE’s bill of materials is dominated by commodity inputs (paper/cardboard and Mylar film), making it one of the simplest single-use medical devices to manufacture. The current Japan-manufactured unit has an implied cost of USD 0.50–1.00. Local African manufacture is estimated to reduce the cost of goods sold (COGS) to USD 0.20–0.40 per unit at scale — a reduction of up to 50% — through lower labour costs, elimination of international freight, and reduced import duties.
Structural policy tailwinds further enhance the commercial case:
· African Continental Free Trade Area (AfCFTA): 47 AU member states ratified as of January 2024, creating a continental market of ~1.3 billion people and eliminating intra-African trade barriers
· African Pooled Procurement Mechanism (APPM): Established by Africa CDC with Afreximbank USD 2 billion pledge (2024), explicitly designed to preference locally manufactured health products
· AU procurement preferences: 2025 ministerial communiqué committed member states to legislate preferential procurement for African-made health products
· African Medicines Agency (AMA): Regulatory harmonisation will streamline multi-country registration, reducing the cost and time of market entry
· Procurement preference premium: APPM procurement rules may provide a 10–15% margin advantage for African-made products over imports
A lower cost base from local manufacturing could allow pricing below the USD 0.30 lower-bound used in market sizing calculations, substantially expanding demand in price-sensitive public sector TB programmes.

7. What support is available to selected manufacturers?
Selected manufacturers will receive the following support from Acoustic Innovations (AI), the Aurum Institute, and the Research Institute of Tuberculosis (RIT), funded through GHIT:
· Technology transfer: Comprehensive technical documentation including engineering drawings, component tolerances, manufacturing blueprints, and Standard Operating Procedures (SOPs) provided by AI; hands-on training by AI engineers and technicians at manufacturer facilities
· Equipment and facility setup: Support for equipment procurement or adaptation; validation and refinement of production processes for quality and scalability; provision of quality control protocols
· Raw material supply chain: Assistance qualifying local paper and packaging suppliers; negotiation of bulk procurement agreements for Mylar reeds (which can initially be imported from Japan at minimal cost given their small size)
· Regulatory assistance: Support for ISO 13485 progress; guidance on EU MDR Class I compliance, SAHPRA, NAFDAC, and other African national regulatory authority (NRA) registrations; engagement with AMRH regional harmonisation pathways
· Market access and procurement: Introduction to global distribution networks including Human Diagnostics (distribution partners in 160 countries, WHO-endorsed IVDs), Global Drug Facility, i+solutions, and regional procurement bodies (KEMSA, SADC); tiered pricing mechanisms for replication studies and early-adopter programmes
· Demand stimulation: AI and Aurum will actively engage National TB Programmes, implementing partners (MSF, KNCV, The Union, Damien Foundation), and Global Fund and USAID TB Accelerator mechanisms to build demand ahead of WHO endorsement

8. What is the regulatory pathway for the Lung Flute ECO?
The LFE is classified as a low-risk, non-invasive medical device in all major jurisdictions:
· United States: FDA 510(k) clearance already established (device equivalence for sputum clearance in COPD)
· European Union: EU MDR 2017/745 Class I (self-declaration pathway; no Notified Body required for non-sterile, non-measuring Class I devices)
· South Africa: Anticipated SAHPRA Class A (lowest risk tier); Modiga Med has already initiated SAHPRA Class I device registration discussions
· Japan: Included in national TB guidelines and national insurance reimbursement
· Other African NRAs: Class I equivalent expected; manufacturers should confirm classification with relevant authorities (NAFDAC in Nigeria, KEBS in Kenya, etc.)
WHO endorsement is the primary strategic regulatory target, expected by 2027–2028. A WHO Form 002 for eligibility screening under the Coordinated Scientific Advice (CSA) process has been submitted. An intermediate Global Fund Expert Review Panel for Diagnostics (GF ERPD) assessment can provide a 6-week procurement pathway while awaiting full WHO Prequalification, provided the LFE is included in both the GF and WHO Expressions of Interest.
Manufacturers should demonstrate regulatory capability or a credible implementation plan to achieve relevant national and regional clearances. AI and Aurum will provide regulatory support and facilitate engagement with regional and national regulatory authorities.

9. What are the manufacturing specifications and technical requirements?
The LFE consists of four primary components, all of which can be manufactured or sourced locally in Africa:
· Paper tube body: Paper/cardboard tube approximately 30 cm long; manufactured by paper tube rolling or die-cutting; high local sourcing potential — paper/cardboard is widely available across Africa
· Internal Mylar reed: Thin polyester film (Mylar), cut/stamped to specification; medium local sourcing potential — Mylar film can be imported in bulk rolls with cutting done locally. AI can supply pre-cut reeds in the short term.
· Assembly: Simple reed insertion — no adhesives or fasteners required; fully local, labour-intensive but low-skill
· Packaging: Paper or low-density polyethylene wrapping/heat sealing; high local sourcing potential
Key manufacturing selection criteria used by AI and Aurum during the EOI evaluation:
· Ability to cut cardboard to designated size and form a rectangular shape (glued ends)
· Capability to manufacture 1mm thick tube-shaped material with paper drink cup covering for cleanliness
· Location in an emerging health technology hub (e.g. Cape Town, Nairobi, Kigali, Addis Ababa, Lagos) for optimised distribution infrastructure and cost reduction
· Capacity for consistent material supply and delivery using commonly available carton paper in LMIC settings
Capital expenditure required is low. No cleanroom is required. The production line design and prototype tooling will be provided by AI; the local manufacturer builds the line with AI support and training. This approach ensures capital costs remain with the manufacturer (per GHIT Fund policy) while AI contributes technical expertise.

10. What pricing and commercialisation model applies?
Acoustic Innovations operates a tiered pricing model calibrated to country income status and intended use:
· LMICs (60% of global TB burden): Licensing model targeting COGS of ¥20–¥30 (USD 0.14–0.21) per unit at local production scale; retail cost target <USD 0.50 (optimal) or <USD 0.80 (minimal). Manufacturers in LICs/LMICs will produce under licence at these price points.
· Upper middle-income countries (UMICs, e.g. Brazil, Indonesia, China, South Africa): Discounted export pricing or a licensing fee aligned with AI’s no-loss policy (approximately 5–10% of the end-user price); retail target <USD 1.50 (optimal)
· High-income countries (HICs): Commercial pricing aligned with Japan’s domestic market rate of ¥400 (approximately USD 2.70) per unit
· Research/replication studies: Subsidised pricing of USD 1.55 per unit currently offered to high-impact trialists; this will reduce as local manufacturing is established
All pricing and licensing agreements will align with the GHIT Fund’s Data Access Policy and Product Access Policy. Manufacturers will be required to agree to a ceiling price for public sector procurement and to supply through at least 2031. Advance market commitments and strategic procurement planning support are available to anchor demand projections for manufacturer business case development.

11. What is the timeline and process for the Expression of Interest?
This EOI is issued by the Research Institute of Tuberculosis (RIT) in collaboration with the Aurum Institute and Acoustic Innovations, Co., Ltd., funded through GHIT.
· EOI Issue Date: 26 March 2026
· Questions Submission deadline: 10 April 2026
· Closing Date: 30 April 2026

EOI submissions must be in English, signed by an authorised company representative, and sent to: aurumaccessprocurement@auruminstitute.org with subject line ‘Expression of Interest – LFE’. Questions may also be directed to this address during the formal Q&A period.
Required submission documents:
· Cover letter: Summary of proposed approach to local production, overview of support required, and statement of commitment to engage further
· Excel form: Company information, prior experience, and proposed product details
· QMS Evidence Form: Documentation of ISO 13485 certification or implementation plan
Only applicants who complete the EOI in full will be invited to respond to any subsequent Request for Proposal (RFP). The EOI process will inform manufacturer shortlisting, with selected partners proceeding to on-site evaluation, technology transfer, training, and initial pilot batch production targeted by late 2026. Full production line establishment and distribution network set-up are targeted by 2027, aligned with the WHO evidence submission timeline.

12. I missed the EOI deadline. Can I still be considered?
Unfortunately, only applications received before the closing date of 30 April 2026 will be considered. We encourage all interested manufacturers to submit a complete EOI form and cover letter ahead of the deadline. Only applicants who have completed an EOI in full will be eligible to respond to any subsequent Request for Proposal (RFP) or technology transfer agreement.

This EOI is issued by the Research Institute of Tuberculosis (RIT), Japan Anti-Tuberculosis Association, in collaboration with the Aurum Institute and Acoustic Innovations, Co., Ltd., with funding from the Global Health Innovative Technology (GHIT) Fund. Submissions: aurumaccessprocurement@auruminstitute.org
All pricing, licensing, and access commitments will align with the GHIT Fund Data Access Policy and Product Access Policy (https://www.ghitfund.org/applyforfunding/accesspolicy/en).
2 of 2
[image: ITM Webshop for in vitro diagnostics][image: ][image: Contact Us | Acoustics Innovation]
image1.png
AURUM
INSTITUTE




image2.png
Global Health Innovative Technology Fund




image3.png
NIZ_ | INSTITUTE
OF TROPICAL

Q MEDICINE

A ANTWERP




image4.png
The Research Institute
of tuberculosis,

Japan Anti-Tuberculosis
“ Association





image5.png
))) Acoustics

Innovation




image6.png




image7.png
N/ | INSTITUTE
F-) ©°F TROPICAL
MEDICINE

"y ANTWERP




image8.png
The Research Institute
of tuberculosis,

Japan Anti-Tuberculosis
Association





image9.png
Acoustics
))) INnNnovation




