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1. Summary 
 
• The global availability of several essential supplies to respond to the COVID-19 pandemic, including diagnostics, remains 

constrained. Coordinated efforts by the global health community have been able to improve the availability of manual 
polymerase chain reaction (PCR) tests for COVID-19 diagnosis in low- and middle-income countries (LICs and MICs) and 
are currently estimated to be approaching the capacity of countries to consume them. 

• However, the availability of automated PCR tests for high-throughput platforms and point of care (POC) PCR tests remains 
critically limited, especially for LICs and MICs. 

• Quality-assured and validated antigen (Ag) and antibody (Ab) rapid diagnostic tests (RDTs) for Severe Acute Respiratory 
Syndrome Coronavirus 2 (SARS-CoV-2) are yet not at all available. 

• Currently there over 700 different SARS-CoV-2 tests to diagnose COVID-19 either commercially available or in 
development, although most do not yet confirmed quality status or sufficient reliable performance data. 

• To date, nine PCR tests for COVID-19 have received a World Health Organization (WHO) emergency use assessment 
listing (EUAL), and a further 37 are being evaluated by WHO. 

• The United States (US) Food and Drug Administration (FDA) has authorized 85 COVID-19 diagnostic products for 
emergency use from over 60 suppliers. 

• The Foundation for Innovative New Diagnostics (FIND), in collaboration with WHO, launched an expression of interest 
inviting test developers to submit products for evaluation. Twenty-one products have since been evaluated, and a further 
39 are currently undergoing evaluation. 

• In early March 2020, UNICEF solicited offers from seven approved manufacturers and obtained offers from Roche 
Diagnostics, Cepheid, Abbott, and Thermo Fisher. 

• As of to date, UNICEF has secured the availability of nearly four million tests from suppliers for LICs and MICs during a 
four-month period, from mid-May until mid-August 2020, and has already procured 1,722,608 COVID-19 tests for a value 
of USD 24.41 million. at a weighted average price (WAP) of USD 14.17 per test. 

 
2. Background 
 
Currently, the total number of confirmed COVID-19 cases globally has surpassed 18 million affecting over 200 countries, 
regions, and territories. Six countries, the United States (US), Brazil, India, Russia, South Africa, and Mexico account for over 
60 per cent of all confirmed cases. To date, just under 700,000 COVID-19-related deaths have been reported globally. The 
latest epidemiological updates issued by WHO can be accessed here.1 
 
The early and accurate detection of infection is critical to enable appropriate clinical management and ensure that suitable 
measures are put in place to avoid the further spread of the disease. A combination of different test types is needed to facilitate 
patient management and public health planning for effective control of COVID-19. Tests that directly detect the virus such as 
PCR or Ag are necessary for screening, diagnosis and monitoring; while antibody Ab tests that detect the immune response 
to the virus will play an essential role in surveillance, including seroprevalence and epidemiological studies to aid the 
development and deployment of prospective therapeutics and vaccines. Importantly, the utility of any test is dependent on 
several factors, notably: 
 

 
1 World Health Organization, Coronavirus Disease (COVID-19) Pandemic, WHO, Geneva, June 2020. 

https://www.who.int/emergencies/diseases/novel-coronavirus-2019/situation-reports
https://www.who.int/emergencies/diseases/novel-coronavirus-2019


• Test performance (i.e. sensitivity and specificity), 

• The epidemiological context in which it is used (i.e. disease prevalence), 

• The timing of test-use in relation to disease kinetics (notably true for Ab tests). 
 
Currently, COVID-19 cases are confirmed using centralized laboratory PCR testing, which requires a high level of expertise, 
well developed infrastructure, additional equipment, robust specimen, and results referral networks. Very often, results are 
not available on the same day. Availability of quality assured POC molecular and RDTs that enable fast, decentralized access 
to direct testing for the virus, relieving the burden on the laboratory testing system, is critically limited. 
 
UNICEF provides an assessment and outlook of the current available in vitro diagnostics (IVDs) for the accurate detection of 
SARS-CoV-2 (initially called the novel coronavirus 2019 (2019-nCoV) in centralized and decentralized settings. 
 
3. Summary of COVID-19 Diagnostics Market Situation 
 
3.1 Current State of Supply 
 
• Currently there are over 700 different SARS-CoV-2 tests to diagnose COVID-19 either commercially available or in 

development.2 Despite the substantial number of products, most of them do not have a confirmed quality status, nor 
sufficient reliable performance data. 

• WHO activated their EUAL for candidate IVDs to detect SARS-CoV-2 in February 2020. To date, nine PCR tests for 
COVID-19 have received a WHO EUAL. In addition, a further 37 active submissions are being evaluated by WHO for 
EUAL, of which three products are Ab RDTs. A list of WHO’s EUAL for SARS-CoV-2 IVD products as well as weekly 
updates on their status can be accessed here. 

• The US FDA authorized for the emergency use of 85 COVID-19 diagnostic products from over 60 manufacturers and 
institutions. Fifteen of the products listed are serological assays (Ab RDTs and ELISA/automated immunoassays), one 
product is an antigen lateral flow immunofluorescent sandwich assay, while the rest are molecular (PCR) technologies. 
The updated list of US FDA IVD EUAs products can be accessed here. The US FDA continues to monitor authorized tests 
to make changes when appropriate, including to revoke the EUA when a test’s benefits no longer outweighs its risks. The 
US FDA publishes the latest validation data here. 

• To assist countries with any decision-making, FIND, in collaboration with WHO, launched an expression of interest inviting 
test developers to submit their products for evaluation by standardized independent protocols. Twenty-one manual PCR 
test submissions have since been evaluated, and a further five Ag-based RDTs, 26 Ab-based RDTs, and eight serological 
ELISA/automated immunoassays are currently undergoing evaluation. Updates on the evaluation process are available 
here. 

• The global nature of the COVID-19 pandemic has led to an acute and drastic shortage of some essential supplies, 
including diagnostics. The coordinated efforts by the global health community improved availability of manual PCR tests 
for LICs and MICs that are currently estimated to be approaching the capacity of those countries to consume them. 
However, the availability of automated PCR tests for high-throughput platforms and, even more so, of POC PCR tests 
remains critically limited for LICs and MICs. Quality-assured and validated Ag and Ab RDTs for SARS-CoV-2 are yet not 
at all available, as discussed above. 

 
3.2 Actions taken by UNICEF Supply Division to date 
 
• In preparation for urgent orders under a rapidly evolving landscape for COVID-19 diagnostic molecular tests that have 

been granted emergency use approvals in early March 2020, UNICEF has solicited urgent offers from seven approved 
manufacturers to either update their existing long-term arrangements (LTAs) or to establish standing offers. UNICEF has 
since received four offers: 
 
Roche Diagnostics: UNICEF obtained an offer from Roche Diagnostics for their real-time PCR test cobas® SARS-CoV-
2 assay for use on their automated cobas® 6800/8800 Systems. The tests are only available for countries with the 
laboratories that already have these existing instruments.3 
 
Cepheid: UNICEF received an offer from Cepheid’s for their rapid molecular diagnostic test Xpert® Xpress SARS-CoV-2 
for use on automated GeneXpert® Systems. 

 
2 The Foundation for Innovative New Diagnostics, SARS-CoV-2 Diagnostic Pipeline, FIND, Geneva, 2020. 
3 Cote D'Ivoire, Egypt, Kenya, Mongolia, Myanmar, Nigeria, Pakistan, Rwanda, South Africa, Tanzania, Uganda, Ukraine, and Zambia. 

https://www.who.int/diagnostics_laboratory/EUL/en/
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/vitro-diagnostics-euas
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/eua-authorized-serology-test-performance
https://www.finddx.org/covid-19/sarscov2-eval-immuno/
https://www.finddx.org/covid-19/pipeline/?section=show-all&action=default


 
Abbott: UNICEF received an offer from Abbott for their real-time PCR test RealTime SARS-CoV-2 assay for use on 
automated m2000 RealTime Systems. 
 
Thermo Fisher: UNICEF received an offer from Thermo Fisher for their real-time PCR test TaqPath COVID-19 Combo 
Kit for use on automated Applied Biosystems 7500 RT-PCR systems. 
 

• UNICEF has sought from the national regulatory authorities in China, Japan, and South Korea, their list of approved 
diagnostics products. China and South Korea have provided product lists for UNICEF’s review and inclusion into its 
product list. 

• On March 23, 2020, UNICEF issued a tender for COVID-19 diagnostics,4 providing an opportunity to manufacturers with 
novel products that become eligible for UNICEF procurement as soon as they acquire approval from the FDA and WHO 
EUALs, or from other stringent regulatory bodies as per UNICEF’s quality assurance guideline.5 The tender sought 
molecular and serological assays for use at both POC and in laboratories. The tender provided three windows for 
submission, the last one being on June 1st, 2020. As of to date, UNICEF finalized technical and commercial evaluations 
of the submissions to the 1st window of the tender with five manual PCR assays for COVID-19 diagnostics being accepted. 
UNICEF continues evaluating the submissions to the 2nd and 3rd windows of the tender in collaboration with the Centers 
for Disease Control and Prevention (CDC) for their technical evaluations. 

• In April 2020, UNICEF placed orders for 405,000 tests for COVID-19 across four key manufacturers to meet immediate 
demand. In addition, UNICEF made firm commitments to two of the four key PCR test manufacturers for high-throughput 
platforms (capable of processing a large number of samples simultaneously). UNICEF secured the availability of three 
million tests from Thermo Fisher, and 0.8 million tests from Roche for low- and middle-income countries during a four-
month period, from mid-May until mid-August 2020. 

• To date, UNICEF has procured 1,722,608 COVID-19 molecular tests for a total value of USD 24.41 million across the four 
manufactures for deliveries to 55 countries for a WAP based on Free Carrier (FCA)-(named place) of USD 14.17 per test. 
460,226 tests have been delivered to 33 countries, and another 536,144 tests are currently in transit to 23 countries. 

 
UNICEF COVID-19 Diagnostic Procurement to Date 
 

Description Vendor Currency 
Total Volume of Tests 

Procured 
2020 to date 

Total USD Value of 
Tests Procured 

2020 to date 
 

Abbott RealTime SARS-CoV-2 assay Abbott USD 80,064.00 1,523,474.04 
 

Xpert® Xpress SARS-CoV-2 test Cepheid USD 292,880.00 5,822,079.00 
 

cobas® SARS-CoV-2 assay Roche USD 257,664.00 3,975,956.64 
 

TaqPath COVID-19 Combo Kit Life Technologies (Thermo Fisher) USD 1,092,000.00 13,090,500.00 

Source UNICEF Supply Division 
 
3.3 Demand Forecast 
 
UNICEF anticipates a COVID-19 diagnostic demand forecast to reach up to 6.2 million tests. Sixty-five countries participated 
in UNICEF’s recent global forecasting exercise in April 2020, indicating a four-month demand for over 2.6 million automated 
POC PCR tests for COVID-19 diagnosis. In addition, UNICEF’s forecast, based on analysing country procurement requests 
and inquiries, has received via various channels an indicated need for approximately 3.6 million automated PCR assay tests 
on high-throughput platforms for a four-month period. With continued donor support and increased domestic funding, countries 
are indicating that a robust demand for COVID-19 diagnostics will likely remain even beyond the initial four-month period and 
will likely continue through until at least January 2021. 
 
Countries are equally anticipating the arrival of quality-assured, validated RDTs for COVID-19. UNICEF has received 
indications from countries for an immediate demand of 30-50 million tests, which UNICEF anticipates to further increase once 

 
4 United Nations Global Marketplace, Tender for the Procurement of In vitro Diagnostics (IVDs) for Accurate Detection of the Novel Coronavirus (SARS-
COV-2), UNGM, March 2020. 
5 UNICEF’s quality assurance guidance for the procurement of COVID-19 POC, near POC, and laboratory diagnostic technologies is in Annex 1 of this 
note. 

https://www.ungm.org/Public/Notice/106003
https://www.ungm.org/Public/Notice/106003


these tests are available for public procurement. Based on UNICEF’s previous experiences with similar novel RDTs for 
hepatitis, yellow fever or the Zika virus, UNICEF expects that initial prices per test could be in the range of USD 3.00-5.00. 
 
Following UNICEF’s tender for COVID-19 diagnostics, UNICEF will launch a global forecast exercise to assess the demand 
for the offered new diagnostics. The demand forecast exercise will include the five manual PCR tests that UNICEF found 
acceptable following their technical and commercial evaluations. 
 
3.4 COVID-19 Diagnostics Consortium 
 
At the request of the UN Secretary-General and in support of the UN Crisis Management Team, a Supply Chain Task Force 
has established the COVID-19 Supply Chain System (CSCS). The Supply Chain Task Force, co-chaired by WHO and the 
World Food Programme (WFP), includes UNICEF, the United Nations Office for the Coordination of Humanitarian Affairs 
(OCHA), the World Bank, the Global Fund to Fight AIDS, Tuberculosis and Malaria (The Global Fund), the United Nations 
Office for Project Services (UNOPS), the United Nations Development Programme (UNDP), the United Nations Population 
Fund (UNFPA), the United Nations High Commissioner for Refugees (UNHCR), non-governmental organizations (NGOs), 
and the International Red Cross and Red Crescent, amongst others. The Supply Chain Task Force established three 
purchasing consortia for each product areas covering personal protective equipment (PPE), diagnostics, and clinical 
management to coordinate and leverage exiting engagement, mechanisms, systems, expertise, and capacity of the 
participating partners. 
 
The WHO-led COVID-19 Diagnostics Consortium (the Consortium), through UNICEF, WHO, and the Global Fund, secured 
approximately 10 million automated and 20 million manual SARS-CoV-2 PCR tests for low- and middle-income countries over 
the four-month period from mid-April until mid-August 2020. None of the antigen RDTs for COVID-19 have yet demonstrated 
acceptable performance and are currently therefore RDTs are not in the scope of the Consortium’s commitments. The 
Consortium adopted a global division of responsibility for an initial four months. WHO, UNICEF and The Global Fund serve 
as the purchasing agencies for the Consortium as follows: 
 
• The Global Fund is the lead procurer for Cepheid and Abbott COVID-19 diagnostics; 

• UNICEF is the lead procurer for Roche and Thermo Fisher automated COVID-19 diagnostics; 

• WHO and the Pan American Health Organization (PAHO) support the procurement of manual tests and sample collection 
devices. 

 
To distribute the limited supply available fairly and equitably, the Consortium developed allocation principles and criteria, with 
inputs from participating partners including UNICEF.6 
 
In its role as lead procurer for Roche and Thermo Fisher diagnostics on behalf of the Consortium to ensure the agreed upon 
available quantities, UNICEF made firm commitments worth USD 48 million in total to Roche and Thermo Fisher for the 
procurement of PCR tests for automated high-throughput platforms and is placing orders in accordance country requirements 
and the Consortium allocations. 
 
In April, WHO, the Bill and Melinda Gates Foundation (BMGF), the Coalition for Epidemic Preparedness Innovations (CEPI), 
Gavi, the Vaccine Alliance (Gavi), the Global Fund to Fight AIDS, Tuberculosis and Malaria (the Global Fund), UNITAID, the 
Wellcome Trust, together with other UN agencies, heads of state and government, international and regional organizations, 
research organizations, manufacturers and funders, launched the Access to COVID-19 Tools (ACT) Accelerator.7 The ACT 
Accelerator is a global collaboration mechanism to accelerate the development, production, and deployment of safe and 
effective technologies to prevent, diagnose and treat COVID19, as well as making new vaccines, treatments and diagnostic 
tests rapidly accessible to everyone, everywhere. 
 
4. Other Issues and Challenges 
 
• With the more than 700 new COVID-19 products either commercialized or under development in the context of continuing 

high demand from many countries, UNICEF recalls that diagnostics tests are highly regulated products. As such, UNICEF 
seeks to ensure product quality and performance compliance for recipient countries. UNICEF will only procure products 

 
6 World Health Organization, Diagnostics Allocations Frequently Asked Questions, WHO, Geneva, June 2020. 
7 World Health Organization, Access to COVID-19 Tools (ACT) Accelerator, A Global Collaboration to Accelerate the Development, Production and 
Equitable Access to New COVID-19 Diagnostics, Therapeutics and Vaccines, WHO, Geneva, April 2020. 

https://www.who.int/publications/m/item/diagnostics-allocations-frequently-asked-questions
file:///C:/Users/asullivan/Downloads/access-to-covid-19-tools-(act)-accelerator-call-to-action-24april2020.pdf
file:///C:/Users/asullivan/Downloads/access-to-covid-19-tools-(act)-accelerator-call-to-action-24april2020.pdf


that have been authorized by stringent regulators. UNICEF has issued quality assurance guidance for the procurement of 
COVID-19 POC, near POC, and laboratory diagnostic technologies, which will be observed. 

• Ensuring the availability of POC, near-POC, and laboratory-based solutions will enable UNICEF to backstop supply 
interruptions with alternative products. UNICEF will strive to have procurement arrangements in place with multiple 
suppliers to also mitigate against single-source dependency. 

• In LICs and MICs there is a strong preference for both PCR and serological tests, suitable for decentralized settings. 
However, these are also the least available, as currently, most supply availability is for manual laboratory-based PCR 
tests. Many countries are prevented from scaling-up their COVID-19 testing programmes using manual PCR testing due 
to facing constraints related to cold chain requirements, central laboratory settings, the need for highly trained specialized 
laboratory technicians, amongst others. 

• Due to export restrictions imposed by some countries and limitations in airfreight availability that add further constraints to 
the supply pipeline, UNICEF and partners may have to negotiate humanitarian waivers and exceptions for export permits 
and chartered flights. 

• As the prevalence of COVID-19 continues to spread, further containment measures applied by countries could further 
impact the national processes and capacities to handle import, logistics and in-country supply chains leading to further 
disruptions in the healthcare system present higher risks. 

 
5. Current Immediate Steps 
 
• UNICEF will continue to have an active direct engagement and discussions with suppliers, global donors, and buyers to 

help relieve the global shortage of critical COVID-19 diagnostics, as well as to accelerate the market entry of quality 
assured tests suitable for decentralized settings, such as RDTs, as they become commercially available. To this end, 
UNICEF is also working through the ACT Accelerator Diagnostics Partnership that aims to make COVID-19 testing 
available to all. 

• UNICEF will act as the lead procurer for Roche and Thermo Fisher automated COVID-19 diagnostics on behalf of the 
Consortium, at least during the initial four-month period, and will continue its effort to deliver the tests to countries, as well 
as to mobilize demand to ensure that the COVID-19 diagnostics supply available through the Consortium is effectively 
and efficiently used in the national testing programmes. 

• UNICEF will assist its country offices to access diagnostic products supported by other agencies acting on behalf of the 
Consortium (WHO and the Global Fund). 

• UNICEF will launch a global forecast exercise to explore demand for the new COVID-19 diagnostics identified through the 
tender, and to inform its decisions on what optimal contractual modalities to put in place to ensure that sustainable access 
is secured for the supplies programmes and partners need. 

• UNICEF will continue to advise country offices to procure products, such as basic laboratory supplies, locally or regionally, 
if possible, to avoid and overcome any transport challenges, delays in delivery time, and higher landed costs. 

 
 
For further questions or additional information, please contact: 
 
Abdallah Makhlof     Lama Suleiman   Aadrian Sullivan 
Chief, Health and Technology Centre  Contracts Manager  Information Management 
UNICEF Supply Division    UNICEF Supply Division  UNICEF Supply Division 
+45 45 33 55 18     +45 45 33 58 59   +45 45 33 57 68 
amakhlof@unicef.org    lrsuleiman@unicef.org  asullivan@unicef.org 
 
Other UNICEF information notes can be found at: https://www.unicef.org/supply/market-notes-and-updates 
 
UNICEF issues market and information notes on products and supplies that are essential for the needs of children, and by 
extension their families. While some products are easily available and affordable, the availability of others can be limited, or 
in some instances, non-existent in the quality and price required. UNICEF places a strategic focus on these supplies to shape 
healthy markets. UNICEF seeks to influence the market to achieve greater coverage, affordable prices, diversified supplier 
bases, competitive market landscapes, and product quality that is fit for purpose and in the right form for children. 

mailto:amakhlof@unicef.org
mailto:lrsuleiman@unicef.org
mailto:asullivan@unicef.org
https://www.unicef.org/supply/market-notes-and-updates
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1. Introduction 
 
Regulatory systems for IVD are primarily intended to help protect and promote the public health and safety. Public trust and 
confidence in these systems depends upon the maintenance of quality, safety and performance of IVD technology throughout 
their lifecycle. 
 
2. Scope 
 
This quality assurance (QA) guidance sets out the QA requirements in relation to only the selection and procurement of the 
COVID-19 POC, near-POC and laboratory diagnostic technology by UNICEF. 
 
3. Quality Assurance Guidance 
 
For the procurement COVID-19 PoC, Near PoC and laboratory diagnostic technologies the following standards and 
requirements shall be met as a minimum. 
 
1. All products shall be manufactured at a site compliant with the requirements of ISO 13485:2016 Medical Devices - Quality 

Management Systems (QMS) - Requirements for regulatory purposes,8 that has been audited and certified by a notified 
body that is accredited by the competent authority of one of the management committee members of the International 
Medical Device Regulators Forum (IMDRF).9 

 
In addition to the requirements of the QMS, the following shall also apply; 
 
2. Any COVID-19 POC, near-POC and laboratory diagnostic technology shall be WHO prequalified and listed on WHO’s 

website as such, or, 
 
3. The COVID-19 POC, Near-POC and laboratory diagnostic technology shall have undergone: 
 

a. Either a WHO EUAL for IVDs, 
 

b. Or undergone a US FDA EUA for medical products and related authorities, or, 
 
4. The technology has been authorised for use by a conformity assessment body that has been designated by one of the 

IMDRF members,10 competent authorities,11 or, 
 
5. A recommendation to procure based on the advice of a qualified expert review panel, or, 
 
6. A recommendation as a result of an independent assessment conducted by UNICEF. This assessment will constitute as 

a minimum an independent laboratory test, conducted at a WHO approved facility, and a dossier review as well as a 
manufacturing site inspection in relation to the application for the QMS. 

 
Notes 
 
1. In the case of any technology being submitted via the methods above and where no manufacturing site visit was carried 

out as part of the QMS review then a manufacturing site visit may be conducted by UNICEF or a nominated third party to 
evaluate the application of the manufacturing QMS. 

 
2. While there are travel restrictions in place as a result of the COVID-19 pandemic, by governments and/or UNICEF, then 

a detailed desk review of the manufacturers documented QMS may be requested in lieu of a manufacturing site inspection. 
The requirements for this will be communicated separately if required. 

 
3. Any technology being self-assessed under the CE class I route shall have clinical data studies included in any bid 

submission. 
 

 
8 International Standards Organization, ISO 13485:2016-Medical Devices-Quality Management Systems-Requirements for Regulatory Purposes, ISO, 
Geneva, March 2013. 
9 International Medical Device Regulators Forum, About IMDRF. IMDRF, Geneva, 2020. 
10 IMDRF, IMDRF Management Committee. IMDRF, Geneva 2020. 
11 IMDRF, Requirements for Regulatory Authority Recognition of Conformity Assessment Bodies Conducting Medical Device Regulatory Reviews. 
IMDRF, Geneva, 2020. 

 

https://www.iso.org/standard/59752.html
http://www.imdrf.org/about/about.asp#mcm
file:///C:/Users/asullivan/AppData/Local/Microsoft/Windows/INetCache/Content.Outlook/YCA8LP2R/IMDRF%20Management%20Committee
http://www.imdrf.org/consultations/cons-rrar-cabc-mdrr.asp


4. Any technology submitted with CE marking is to further demonstrate that all the current and relevant requirements under 
the new MDD/IVDD have been taken into account and that the relevant legislation has been followed in relation to 
engaging appropriate notified bodies.12 

 
12 European Commission, Notified Bodies Nando, EC, Brussels, 2020. 

https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.main

