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for COVID-19, exploiting emerging digital innovations, and building on the organization’s 20-year 
experience as a product development partnership focused on the diagnosis of tuberculosis (TB), 
malaria and fever management, hepatitis C, and neglected tropical diseases (NTDs).

Global access means the requirements in accordance with the Global Access Policy to which the 
Parties hereby subscribe as set out in the policy at www.finddx.org/policies/ to ensure that any 
Product arising from this Agreement, will be made accessible and affordable to people living in 
LMICs. 

International Organization for Standardization (ISO) LINK - ISO 13485:2016 specifies requirements for a 
quality management system in situations where a manufacturer/organization must demonstrate its 
ability to consistently provide medical devices and related services that meet customer and applicable 
regulatory requirements.

Manufacturer (Supplier) - the entity that is contracted with FIND to supply diagnostic products to 
Buyers. 

National Regulatory Authority or NRA - the official national government body of a country that governs 
the in-vitro diagnostics products regulatory activities within its jurisdiction.

Non-conforming products - any product that does not match either the commercial, technical, or 
quality specifications either in this Agreement or in any individual Purchase Order(s) pursuant to this 
Agreement.

Point of care tests (POCTs) - can be categorized as True POC and Near POC. True POC is a portable 
device which requires no laboratory equipment and can be operated by a non-laboratory health 
worker. Near POC is a benchtop equipment requiring minimal laboratory equipment and must be 
performed by a certified (1-2 years) laboratory technician. 

Private health sector - any non-governmental entity which operates on a for-profit basis, but which 
may have access to preferential access conditions to a Product such as set out under Global Access 
policy, and as determined on a case-by-case basis by FIND.

Public health sector or “PHS” - (i) any government in the LMICs, including any government ministry 
of health, department or agency, or any local or regional governmental body, authority or entity, (ii) 
international governmental organizations such as the World Health Organization and UNICEF; (iii) 
bilateral and multilateral donors such as USAID, PEPFAR, the Global Fund and Unitaid;  and (iv) any 
officially recognized, not-for-profit organization including private not-for-profit organizations, or funds, 
that pursue activities to relieve suffering, promote the interests of the poor, provide basic social 
services, or undertake community development, including, but not limited to, Save the Children Fund, 
 and Médecins Sans Frontières.

Quality assurance - Quality assurance (QA) refers to all actions taken, from manufacturing process to 
the selection and use of a diagnostic tool/product, including quality monitoring, to ensure that the 
diagnostic tools/products are of the requisite quality for the manufacturer’s intended utilization.

Quality management systems - A quality management system (QMS) is a system that directs and controls 
an organization’s quality (for quality system essentials such as facilities and safety, organization, 

Overview

As per the FIND strategy 2021, our vision of equitable access to quality diagnosis is the driving force 
behind our work. Unlocking the value of diagnostics in primary healthcare requires the availability of 
rapid, easy-to-use, and affordable diagnostic tools (including self-tests and point-of-care tests) as 
part of an integrated health system that links diagnosis to care. 

This document outlines the general quality requirements to list a diagnostic tool in the DxConnect 
Marketplace (DxCM), in line with the FIND Global Access Policy – which commits to maintaining optimal 
quality standards, believing that product and service quality should not be compromised despite 
aiming for lowest cost of delivery of diagnosis to patients in need. 

This policy outlines two phases of checks across six technical areas for listing a product in the DxCM. 
A group of internal and external experts will evaluate the diagnostics to be listed in the DxConnect 
Marketplace from quality and compliance perspectives. Continuous quality monitoring will be in 
place once the diagnostic tool is listed in the DxConnect Marketplace. 

Scope of the Policy 

This policy covers all durable and non-durable diagnostic tools/ products, including, imaging tools 
and in vitro diagnostics [lab-based, point of care tests ( near POC and true POC) and self tests] to be 
listed in the DxConnect Marketplace. 

1. FIND looks for a diagnostic tool through the following methods:  

I. internal scouting – extraction of relevant data from internal data sources

II. active external scouting – data search through external sources, such as web searches 
and company outreach 

III. passive external scouting – submission of data by relevant companies and institutions 
through a technology web portal. 

Definitions

Customer support - Customer support is the range of services to assist customers in getting the most 
out of the product and resolving issues. Answering customer questions, assisting with onboarding, 
troubleshooting, and upgrading customers to a new product or service are all examples of customer 
support.

Due diligence and background check - FIND’s internal process to accept a manufacturer (supplier) as 
eligible to list products in the DxConnect Marketplace. The process aims to ensure, at the extent 
possible, that the benefits in terms of cost savings and quality is passed on to the user as well as 
avoiding trade diversion towards non-qualified Buyers. 

DxConnect Marketplace (DxCM) - DxConnect Marketplace connects buyers and manufacturers of 
quality assured diagnostics to facilitate procurement in a secure digital platform. 

FIND Strategy 2021 (LINK) - FIND’s 2021 Strategy aims to accelerate the global efforts towards Universal 
Health Coverage and health emergency response. It seeks to harness the momentum around testing 

https://www.finddx.org/policies/
https://www.iso.org/standard/59752.html
https://www.finddx.org/wp-content/uploads/2021/07/FIND-Global-Access-Policy_PL-02-08-07_V1.1_JUL2021.pdf
https://www.finddx.org/wp-content/uploads/2021/05/FIND-strategy-2021_FINAL.pdf


5

DxCONNECT MARKETPLACE QUALITY ASSURANCE POLICY FRAMEWORK

4

personnel, equipment, purchasing and inventory, process control (QC), information management, 
document and records, customer service, and external quality assessment).

Stringent Regulatory Authority or SRA - a Regulatory Authority of the Founding Members of Global 
Harmonization Task Force (GHTF) namely the United States, the European Union, Japan, Canada 
and Australia.

Target product profiles (TPP) - TPPs provide details on the minimum and optimal performance and 
operational characteristics of priority diagnostic tests. Researchers, developers, and manufacturers 
use TPPs to ensure that R&D activities are focused on relevant products and designed for the 
contexts and needs of end-users.

Technology scouting is a service performed by consulting companies, in the case of this policy, by 
FIND, which consists of searching various sources for technologies of potential interest for the 
organization. It includes: 

 -analysing new scientific research

 - identifying emerging technologies in products and processes

 -analysing research trends, publication of research institutions, press releases

 -analysing adoption of technology in industry

 -analysing innovative activities

 - identifying complementary technologies

WHO or SRA QMS requirements means the current quality management system requirements applied 
and certified by WHO Prequalification or by the SRA (as the case may be), which ensure that in-
vitro diagnostics products are consistently produced and controlled according to quality standards 
appropriate to their intended use.

WHO Prequalification Criteria - The list of WHO-prequalified in vitro diagnostic products contains 
diagnostics used to diagnose a number of conditions and diseases, and that have been assessed 
by WHO and found to be acceptable for usage and procurement. 

WHO Prequalification Criteria - The list of WHO-prequalified in vitro diagnostic products contains 
diagnostics used to diagnose a number of conditions and diseases, and that have been assessed 
by WHO and found to be acceptable for usage and procurement. 

Session 2 - Technical areas for quality assurance 

The product quality assurance checks are aligned with the tech scouting metrics and methodologies 
applied at FIND. This process is conducted once the supplier has been approved after the due 
diligence process. The main assessed categories are described below.

1. Design and Manufacturing Information 

2. Regulatory description

3. Product performance specifications, validations, and verification studies

4. Labelling of the product

5. Quality Management System 

6. Customer support in LMICs

Session 3 - Criteria for listing a product on the DxConnect Marketplace 

1. Each applicant shall abide by the technical criteria established in this policy document as well 
as those policies applicable to all the users of DxConnect Marketplace. 

2. The product evaluation will only start once the Supplier is approved in the due diligence 
process.

3. The Supplier is only authorized to list the product that has gone through and has been 
approved in the quality process established in this policy.

4. If the product has gone through any changes that alters its characteristics, use, 
commercialization, FIND and the Buyers must be informed with no further delay of 5 (five)
business days. 

a. If the change is significant and alters the use of the product, FIND will remove the 
product from the catalogue and reinitiate the quality assessment process. 

5. In case of any recall, the Supplier must inform FIND and the Buyer with no further delay than 
5 (five) business days.

6. The FIND team will review the data as well the product dossier provided and evaluate the 
product against the technical areas listed in Session 2. 

7. The Supplier will be informed of the quality process undertaken and will be invited to provide 
written clarification if needed. 

8. Applicant must provide all information in equivalence with the optimal/minimum TPPs within 
the relevant disease category; be consistent with the WHO guidelines and/or comply with the 
National Guidelines/SRA, NRA and ISO Standard 13485:2016. 

I. If yes to the  above rule, then the diagnostic product shall be compliant with the WHO 
Prequalification Criteria. 

II. If rule 8(i) is not applicable, the diagnostic product shall provide a technical justification 
The product shall conform with relevant SRA approvals.

III. If rules 8 (ii) and (i) are not applicable, then the diagnostic product shall have independent 
evaluations. 
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9. Product performance 

I. Product performance is determined by disease category, test type and intended 
use. These requirements will be publicly available at FIND website and in the DxConnect 
Marketplace. 

II. External Panel reviews the applicants and indicate which suppliers/diagnostics meet 
the minimum quality specifications specified in Technical Areas for Quality Assurance. 

III. If any changes in the product performance is confirmed, FIND will remove the product 
from the DxConnect Marketplace and inform the Supplier within 24 hours. 

10. FIND will use the best of its efforts to finalize the quality process in due time. 

11. If a product has not been qualified to be listed in the DxConnect Marketplace, FIND does not 
accept any appealing of the decision. 

a. FIND will inform the Supplier of the reason why the product has been disqualified. 

b. If the Supplier wants to reapply the product for another quality assessment, FIND will 
only accept the reapplication if the criteria previously missing is now fulfilled. 

Applicant clears 
vetting process 

(Due diligence and 
background check)

Applicant adds 
product technical 
information on the 

DxCM Platform

Information 
collected and 

reviewed by FIND 
and/or independent 
external evaluators

Approval to launch 
on the DxCM 
Platform and 
continuous 
monitoring 

Test directory
(Applications to FIND’s test 

directory may be considered 
for incorporation into FIND’s 

DxCM Platform)

1. WHO Prequalification Criteria (if applicable)
2. SRA 
3. WHO Guidelines (if applicable)
4. TPP requirements (if available) 
5. Independent peer reviewed studies 

Phase 1

6. Performance evaluation by the manufacturer 
7. NRA
8. Product performance specifications, validations
9. Labelling of the product
10. QMS 
11. ISO Standards (if applicable) 
12. Customer support in LMICs

Phase 2

Session 4 - Summary - Standard Operating Process (SOP) for listing a 
product on the DxConnect Marketplace
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Session 5 - Detailed Decision Tree - SOP for listing a product on the 
DxConnect Marketplace 

WHO Policy or  
Guidelines?

WHO 
Prequalifications

SRA (US FDA, CE, 
Australia, Japan 

and Canada)

Independent 
evaluations 
conducted?

Is this product for 
Latin America 

Approved by 
ANVISA?

PRODUCT 
DISQUALIFIED

PHASE II

1st Assessment

YES NO

YES NO YES NO

YES NO

YES NO

YES NO

PHASE 1

Regulatory

Product design 
and 

manufacturing

Product 
performance

Labelling

Customer 
support in 

LMIC

Is the product registered 
with National Regulatory 
Authorities in LMICs to 

be locally 
commercialized? (list 

countries)

Is the product designed 
and manufactured as 
per the standards (ISO 

13485 or any other 
international accredited 

standards)?

Is the product 
performance within the 
minimum/optimal TPP 

guidelines? Or within the 
requested performance 

in the FIND EOI?

Is the labelling of the 
product as per 

international accredited 
standards 

(ISO/FDA/WHO/EMA)?

Does the manufacturer 
provide standardized (ISO 
10002/FDA/EMA/WHO/ 
NRA) customer support, 
in LMICs? (list countries)

PRODUCT 
DISQUALIFIED

Approved with 
continuous 
monitoring

2nd Assessment

3rd Assessment

4th Assessment

5th Assessment

6th Assessment

Present in 
one or more 

countries

None

If any of the 
criteria is 

unmet

If all the 
criteria are 

met

PHASE 2
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Technical Area Criteria

Design and 
Manufacturing 
Information

 - Location of the product designing and manufacturing
 - Lead Contact & submitter Details
 - Type of Institution/company/manufacturer
 - Collaborating institutions/funders

Regulatory description

 - Relevant International Standards - WHO Pre-Q/SRA/NRA
 - Additional National regulatory standards recognized pertaining to target country of  
distribution

 - Flexibility to apply for registration despite the size of the market 
 - License expiry date 

Product performance 
specifications, 
validations, and 
verification studies

Information on the relevant minimum/optimal TPP requirements
Product/technology - Product/Technology name; Stage of development; Disease 
area; Technology area; Disease area sub-type; Other disease applications; Type of 
technology assay target; Validated sample types; Primary use case; Self-testing/Self-
collection; Multiplexing capacity; Level of multiplexing
Performance validations - Clear details of the company-sponsored/independent 
evaluations; Clinical Sensitivity; Clinical Specificity; Study Design; Number of positive/
Negative samples
Platform/operations - Lab vs. POC; Level of automation; Throughput; End user 
profile; Instrument requirement; Type of instrument; Operating conditions; Connectivity 
options; Data format; Companion solutions reagents required

Labelling of the product

 - The established and proprietary names of the product must be clear and in legible 
format 

 - Language of the labelling must be in English unless otherwise indicated to be in 
the target country’s local language

 - Details to be included: Product ref/catalog number; Kit contents; Number of 
tests per kit; Shelf-life; Storage conditions; Number of manufacturing sites; 
Manufacturing capacity; Price of instrument; Price of test; Distribution; network in 
LMICs; Products sold in LMICs

Quality management 
system

 - ISO 13485:2016 or any other recognized QMS system

Customer support in 
LMICs

 - Customer access – How do customers avail the service? 
 - Customer service availability – What is the timing to obtain this service?  
 - Type of interaction – What is the nature of the dialog – telephone/web online form/ 
email/ any other/ combination?

 - Potential problems – Any problems the customer might face in accessing the 
support? 

 - Scalability – Can it be enlarged to the handle additional customers?

Note: The information in the table is universal and applicable to all diagnostic products. However, any of the technical 
areas could be expanded depending on the product. 

Session 6 - Detailed technical requirements for listing a product on the 
DxConnect Marketplace 


