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This report presents the deliberations and findings of the 
Strategic Advisory Group of Experts on In Vitro Diagnostics 
(SAGE IVD) sessions held in 2020, which were convened to 
make recommendations on the test categories to be included 
in the Third WHO Model List of Essential In Vitro Diagnostics 
(EDL). SAGE IVD is tasked with acting as an advisory body 
on matters of global policies and strategies related to in vitro 
diagnostics (IVDs). The report describes the methods used 
to develop the third EDL, provides progress updates on the 
different associated products (eEDL, country guidance and 
technical specifications) and harmonization initiatives. The 
report contains the recommendations from the SAGE IVD 
on each test category together with a full description of the 
evidence considered for each test submission and requested 
edits. In addition, the report describes the evidence considered 
and the recommendations made for reversing conditional 
listings and Do Not Do recommendations. Finally, it presents 
general recommendations from SAGE IVD for the future 
direction of the list.
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Preface

Health technologies are essential for the functioning of health systems. Medical devices in particular are 
crucial for the prevention, diagnosis and treatment of illness and disease and for patient rehabilitation. 
In recognition of the important role of health technologies, the Sixtieth World Health Assembly in May 
2007 adopted resolution WHA60.29, which addresses issues arising from inappropriate deployment 
and use of health technologies and establishment of priorities in their selection and management, 
specifically for medical devices. In adopting this resolution, Member States acknowledged the 
importance of health technologies for achieving health-related development goals; urged expansion 
of expertise into the field of health technologies, in particular medical devices; and requested that 
WHO take specific actions to support Member States in this regard.

One of WHO’s strategic objectives is to “ensure improved access, quality and use of medical products 
and technologies”, also during emergencies. To meet this objective, WHO and partners have devised 
an agenda, an action plan, tools and guidelines to increase access to appropriate medical devices. 
This document is part of a series of reference documents developed for use at country level. The series 
comprises the following subject areas:

• Development of medical devices policies (2011) (1);

• Global model regulatory framework for medical devices, including IVDs (2017, 2023) (2,3);

• Health technology assessment (4);

• Health technology management:
 › needs assessment for medical devices (5);
 › medical devices donation (6 and this document);
 › medical device procurement (7);
 › medical equipment inventory management (8);
 › medical equipment maintenance (9);
 › computerized maintenance management systems (10);

• Decommissioning medical devices (11);

• Lists of priority medical devices in the Medical Devices information system (MeDevIS) (12):
 › for reproductive, maternal, newborn and child health; 
 › for management of cancer diseases;
 › for management of cardiovascular diseases;
 › for COVID-19;
 › for eye care; and
 › for trauma and emergency surgery kit.

These documents are intended for use by any organization, expert or practitioner involved in the 
design, assessment, donation, procurement, management, maintenance or disposal of medical 
products and technologies, including health workers, biomedical engineers, health managers, 
policy-makers, donors, nongovernmental organizations and academic institutions involved in health 
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technology at district, national, regional or global level to meet the objectives of the WHO Global 
initiative on health technologies.

The best practices and considerations proposed in this document are intended to improve the quality 
of medical devices donations, including medical equipment, single-use medical devices and in-vitro 
diagnostics, to provide maximum benefit to all stakeholders. The considerations can be used to 
develop institutional or national policies and regulations for medical devices donations. Although the 
considerations can be applied anywhere, they may be especially useful for health systems in low- and 
middle-income countries (LMIC), which often depend on donations. 
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Glossary

The terms listed below are defined here as used in this technical series.

Biomedical 
engineer

Biomedical engineering is considered to be the profession responsible for 
innovation, research and development, design, selection, management and 
safe use of all types of medical devices, including single-use and reusable 
medical equipment, prosthetics, implantable devices and bionics (13). 
According to the International Federation of Medical and Biological Engineers, 
a nongovernmental organization in official relations with WHO that represents 
the professional and scientific interests of 59 national member societies, a 
biomedical engineer is defined as follows (14): 

Medical and biological engineering integrates physical, mathematical 
and life sciences with engineering principles for the study of biology, 
medicine and health systems and for the application of technology 
to improving health and quality of life. It creates knowledge from 
the molecular to organ systems levels, develops materials, devices, 
systems, information approaches, technology management, and 
methods for assessment and evaluation of technology, for the 
prevention, diagnosis, and treatment of disease, for health care 
delivery and for patient care and rehabilitation.

Biomedical engineering includes medical engineers, clinical engineers and 
related fields as categorized in different countries across the world.  Clinical 
engineers include those that manage medical devices in health care settings.

Biomedical 
engineering 
technician or 
technologist

A front-line practitioner responsible for daily maintenance and repair of medical 
equipment in hospitals, who has a specified minimum level of expertise. Those 
who work exclusively with complex laboratory and radiological equipment 
may become certified in their speciality without more general professional 
engineering requirements. The difference between a technician and a 
technologist is in the level and the number of years of training. Technicians 
are usually trained for 2 years and technologists for 3 years, although the length 
of training may differ by country (13). 

Consumable Item that is used only once in combination with medical devices and is not 
reused, such as pipette tips or strips in in-vitro diagnostics medical devices 
(IVD) (15), as well as items used in the operation of medical devices such as 
disposable electrodes for an electroencephalogram or filters for oxygen 
concentrators.

Donation Provision of medical devices by a corporation, charity or other legal entity 
(e.g. not-for-profit charitable, educational, research, religious, health or public 
service organization), with no financial commitment from the recipient or any 
other material or immaterial value return from the recipient to the donor. 
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Donor A government, nongovernmental organization, corporation, charity, individual 
or other legal entity that makes a donation.

Health technology Application of organized knowledge and skills in the form of devices, medicines, 
vaccines, procedures and systems developed to solve a health problem and 
improve the quality of life. The term is used interchangeably with “health-care 
technology” (16).

Medical device Any instrument, apparatus, appliance, software, implant, reagent, material or 
other article intended by the manufacturer to be used, alone or in combination, 
in human beings for one or more of the following specific medical purposes: 

• diagnosis, prevention, monitoring, treatment or alleviation of disease;
• diagnosis, monitoring, treatment, alleviation of, or compensation for, an 

injury;
• investigation, replacement, modification or support of the anatomy or 
• physiological process;
• supporting or sustaining life;
• control of conception;
• cleaning, disinfection or sterilization of medical devices;
• providing information by means of in vitro examination of specimens 

derived from the human body.

(definition finalized by the Global Harmonization Task Force in May 2012 and 
now archived under the International Medical Device Regulators Forum) (17).

In vitro diagnostic 
medical device 
(IVD)

A medical device, whether used alone or in combination, intended by the 
manufacturer for the in-vitro examination of specimens derived from the 
human body solely or principally to provide information for diagnostic, 
monitoring or compatibility purposes.

IVD medical devices include reagents, calibrators, control materials, specimen 
receptacles, software, and related instruments or apparatus or other articles 
and are used, for example, for the following test purposes: diagnosis, aid 
to diagnosis, screening, monitoring, predisposition, prognosis, prediction, 
determination of physiological status.

In some jurisdictions, certain IVD medical devices may be covered by other 
regulations (18).

Life cycle All phases in the life of a medical device, from conception to decommissioning 
and disposal (19).

Recipient A legally established organization that is responsible for consent to and 
acceptance of a donation
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Executive summary

Medical devices are crucial for the prevention, diagnosis and treatment of illness and diseases and 
for patient rehabilitation. Many low-income countries depend on donations to improve access to and 
the quality and use of medical products and technologies, especially during emergencies.

WHO developed guidance on medical device donation in 2011, which has been now reviewed, with 
new evidence, new references on considerations for medical device solicitation and provision, risks 
associated with inappropriate donations, the responsibilities of donors and recipient, and the steps 
they should follow before, during and after a donation. 

This document consist of three sections. 

Section 1 describes major problems that may be faced during the donation process, involving 
people, institutions and technology, and presents some data on inappropriate donations.  

Section 2 lists best practices for donors and recipients to ensure that donations meet the needs 
of end-users, including patients. It includes engagement of both parties from the onset and 
exportation from a source country or setting. An important part of the section addresses regulatory 
considerations for authorizing importation of donated medical devices before the donation, 
reception, considerations for procurement and supply systems, and ongoing support, including 
installation, service and consumables.  

Section 3 presents situations requiring special attention that are more complex or require 
specific input. The section includes descriptions of donation of used and refurbished medical 
devices and also imaging equipment, laboratory equipment, single-use devices and in relation to 
decommissioning and emergency situations.    

The document includes three annexes for further reading. 

The first annex lists the criteria for the acceptability of a donation, including a document that recipients 
can adapt to their settings and needs. 

The second annex includes a literature review on donations of medical devices between 2010 and 2023. 

The third annex presents a flyer that could be used independently to remind donors and recipients 
of their responsibilities.

This document is intended to improve the appropriateness of medical device donations and to ensure 
maximum benefit for all stakeholders. The considerations can be used in developing institutional 
or national policies and regulations for medical device donations. Although they can be applied 
anywhere, they may be particularly useful for health systems in LMIC. It should be noted that the role of 
biomedical engineers is of the utmost importance in any donation, as they are experts on the subject.
This document is the result of WHO collaboration with qualified experts from all continents.
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1. Introduction

The provision of modern health care depends 
heavily on technology, which includes health-
care equipment. The health sectors of many 
low and middle income countries (LIMIC) 
rely to a considerable extent on donations of 
medical devices. It is difficult to quantify the 
exact proportion of medical devices donated 
or funded by international donors, because it 
varies significantly from country to country, 
within the same country and between rural 
and urban areas. Moreover, the evidence on the 
proportion of donated medical device that is out 
of order is highly heterogeneous, due partly to 
lack of a standard method for conducting such 
assessments in the field. For instance, some 
hospitals store non-functioning medical devices on 
the premises, while other equipment is disposed 
of far from hospital premises with no tracking 
system, resulting in little possibility for experts to 
quantify their number. A systematic study of more 
than 100 000 pieces of equipment (20) concluded 
that the percentage of non-functioning medical 
devices in LMIC ranged from 0.83% to 47% (20–23). 
The reasons for which donated medical device 
become non-functional have been investigated 
in several studies (20,24,25). They include:

• people:
 › no training of local users (including 

medical doctors); and
 › mismatch of human resources, skills and 

capacity;

• organization:
 › poor management (e.g. lack of a 

maintenance plan to ensure long-term 
viability, lack of preventive maintenance); 
and 

 › a poor supply chain, resulting in 
unavailability of material and resources 
required for correct functioning of device; 
and

• technology
 › poor medical infrastructure; and

 › inadequate characteristics of a donated 
device in respect of the local working 
environment, which may be significantly 
different from that in the donor’s or 
manufacturer’s country in several aspects 
(e.g. humidity, dust, temperature, stability 
of the power supply).

Many donations circumvent the selection, 
regulation and procurement systems of the 
recipient countries and institutions, where such 
systems exist. Consequently, little consideration 
is taken of local requirements, the burden of 
disease, the level of care, the number of staff 
who will use the equipment or their capacity, 
the availability of biomedical engineers or 
technicians and their technical expertise to 
provide maintenance or compliance with 
local regulations. Local representatives of 
manufacturers and distributors of the equipment, 
who may be expected to provide after-sales 
support, are by-passed, or no investigation is 
done to determine whether they are available.

Therefore, inadequacy of medical devices 
donations is often due to a combination 
of the donor’s lack of awareness and poor 
communication between donors and recipients 
about challenges and needs. In particular:

• Donors are often unaware of the local 
contexts of the intended recipients, 
including legislation.

• Donors and recipients often do not 
communicate as equal partners towards a 
common goal.

• The recipient’s circumstances may lead 
donors to consider that “anything is better 
than nothing”.

Despite these challenges in donation of medical 
devices, mutual benefit can be achieved by both 
donors and recipients with proper planning, 
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communication and the involvement of 
manufacturers, distributors, national regulatory 
authorities and biomedical, clinical engineers 
and needs assessments and validation. This 
document describes some of the best practices 
for ensuring useful donations, synthetized in 
Annex 3. They are intended to improve the 

appropriateness of medical device donations and 
to ensure maximum benefit for all stakeholders. 
The considerations can be used in developing 
institutional or national policies and regulations 
for medical device donations. Although they can 
be applied anywhere, they may be particularly 
useful for health systems in LMIC. 
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2. Method

Updating of the 2011 guidelines became 
imperative in 2021, during the coronavirus 
disease 2019 (COVID-19) pandemic, in view of 
the challenges of donating medical devices. 
Therefore, a first update was performed by WHO 
staff and WHO consultants. As a major gap was 
a section on regulation, the draft document was 
put on hold until the WHO model regulatory 
framework for medical devices (3) had been 
updated to include a section on donations of 
medical devices, which was approved in October 
2022. 

In December 2022, WHO established a new 
expert advisory group, the Strategic and 
Technical Advisory Group on Medical Devices 
(STAG MEDEV), and in 2023 the document 
was submitted for review to the STAG and to 
WHO regional advisers. It was noted that the 
references should be updated and that further 
editing was required. 

WHO commissioned a consultant from the 
University Campus Bio-Medico, Rome, Italy, with 
expertise in donations to revise the publication in 
line with new requirements for WHO publications. 
The expert team reviewed the scientific literature 
on medical device donations published since 
2010, and the grey literature, including guidelines 
issued by relevant institutions, and revised 
the guidelines in the light of their findings and 
comments, revisions and suggestions from the 
independent international experts (Annex  2). 
The draft document was further reviewed by 
experts in medical device donations and by 
the recipients of donated medical devices for 
their comments, including WHO collaborating 
centres and non-State actors in official relations 
with WHO. The draft was also reviewed by the 
multidisciplinary members of the STAG MEDEV, 
who approved the final draft to be submitted for 
publication. Fig. 1 illustrates the review process.

Guidelines on medical 
device donations 

(2011)

Independent expert 
group inputs

Literature review
Final document

III Revision:
• draft guidelines
• actions based on STAG 

experts’ comments

II Revision:
• draft guidelines
• actions based on experts’ 

comments

I Revision:
• draft guidelines
• actions based on experts’ 

comments

WHO Medical devices 
team

WHO STAG MEDEV

Further peer revision 
by editors

Fig. 1. Method used to update Medical device donations: considerations for solicitation and provision (6) 
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3. Best practices for donors and recipients

Medical devices are donated in several scenarios. 
Donors may include corporations that act directly 
or through other organizations, individuals, 
nongovernmental organizations, hospitals that 
support partner hospitals in other countries 
or governments that provide aid to other 
governments. The intended recipients range 
from individual health-care facilities to entire 
national health systems. Although the scenarios 
differ, the basic considerations discussed 
below apply to all. Moreover, in higher-income 
countries, there are minimum requirements for 
importation (even for zero-value donations), 
and regulation, needs assessment of hospital 
and other health facilities are clearly defined 
as a preliminary condition for permission for 
health facilities to accept a donation (license 
or accreditation). In addition, the requirements 
are checked periodically by biomedical, clinical 
and hospital engineers working for the hospital 
or for local authorities, to ensure that hospitals 
meet required standards of quality and health 
as a necessary condition to maintain a license 
or accreditation. In some LMIC, regulations for 
importation, customs clearance and supply 
management of donated products might not be 
clearly defined by law or by specific committees 
(e.g. for accreditation) and might not be regularly 
controlled by local authorities or health-care 
facility managers. Donors and recipients should 
explicitly determine how medical devices are 
governed by regulations with respect to location 
and technological infrastructure.

Donors and recipients must clearly ensure that 
the duration of any donation project must last 
longer than the lifespan of the donated medical 
device and that donors’ responsibilities should 
span across all the donated medical device 
lifecycle. Neglecting this evidence can create 
risks for recipients, their patients, and the 
environment. In fact, medical device lifecycle 
varies significantly and can last from few minutes 
for disposable medical devices to many years for 
large machines such as diagnostic imaging ones. 

Medical devices lifecycle encompasses several 
phases, including (3): manufacturing, packaging 
and labelling, putting on the market, shipment, 
installation, training, use, maintenance, repair, 
disposal. Donors and recipients must ensure that 
all the requirements for the donated medical 
device phases observed during its lifespan are 
clearly analysed and addressed, avoiding hidden 
costs and budget for recipients (e.g., a donation 
of risky medical devices such as those using 
radioactive material, should address the issues 
related to radioactive material management in 
the recipient country, before moving forward; the 
donation of highly specialised medical devices, 
may require the training of highly specialised 
personnel before planning the donation, etc.).

3.1 Active engagement of recipients 
at all stages of donation 

Often, the intended recipients of equipment 
donations are not consulted and do not have 
an active role in some or all stages of donation, 
even though they are the primary stakeholders. 
Recipients have to be actively involved in all 
stages of equipment donation (Annex 1), 
including:

• preparing a list of clinically relevant 
priorities for equipment with the desired 
specifications for their setting (e.g. electrical 
voltage and brands for which there is a local 
representative); 

• assessing al ignment among local 
requirements, preferred medical device 
and minimum requirements for expertise, 
infrastructure and technology; 

• for the suggested brand and model, ensuring 
that consumables, accessories and spare 
parts are available on their local market or 
could be readily purchased when required 
and that trained technical support for 
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maintenance (preventive and corrective) 
is available, included or provided in the 
donation if necessary;

• in the case of medical software and 
medical devices with essential software or 
operating systems, with the donor, defining 
clear policies and procedures for software 
updates as standard procedure for software 
maintenance (e.g. adaptive maintenance 
if the operating system is changed and a 
new software version is required; perfective 
maintenance) for a sufficient length of time;

• defining clear policies and procedures for 
medical device maintenance (reactive, 
preventive and predictive);

• ascertaining the availability in the facility of 
competent clinical, biomedical engineering 
and technical staff and of the financial 
resources necessary to operate and maintain 
the requested medical devices;

• indicating, and if necessary providing, the 
required training for clinical and biomedical 
engineers, technical staff and health 
workers;

• considering local working conditions, 
including temperature, humidity, dust or 
an unstable power supply;

• considering the maintenance resources 
necessary to ensure proper long-term 
functioning; 

• evaluating offers from donors with respect 
to their priorities for equipment and the 
desired specifications and brand or model 
preferences;

• preparing and following-up policies and 
procedures for equipment donations;

• preparing and using checklists to ensure 
that donations are appropriate and are 
transported, delivered and installed in a 
timely, safe, efficient manner;

• providing priority lists, policies and 
checklists for medical equipment donations 
to potential donors;

• providing feedback to the donor during 
donation and reporting the outcome of the 
donation; and

• rapidly refusing unsolicited, inappropriate, 
inadequate and/or incomplete medical 
device donations, preferably before the 
device leaves the donor´s facilities, through 
communication already established between 
the donor and the possible recipient.

Meeting the needs of end-users and 
patients 

Before purchasing a medical device, it is good 
common practice to invite knowledgeable 
experts, usually biomedical or clinical 
engineers, to review the alignment between 
clinical requirements and the selected medical 
device (selection, rather than assessment). 
Manufacturers should be consulted for 
clarifications if necessary. This procedure is often 
overlooked. In the case of a direct donation 
from an organization to a health facility, it is 
important to foster a long-term partnership 
between the parties involved to facilitate efficient 
communication. In particular, it is suggested to 
arrange a visit to the health facility to evaluate 
its infrastructure characteristics. The criteria 
listed in Table 1 can be used as guide by both 
donors and recipients for a critical review of the 
technical specifications of a medical device for 
deciding on its suitability.

It is considered a best practice to establish a 
national or health facility committee, accordingly, 
to define the needs, supervise the donation and 
ensure successful process. 
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Table 1. Criteria for evaluating offers of medical device donation

Criterion Desired characteristic

Appropriate to setting • Suitable for the level of facility and services provided
• Acceptable to staff and patients
• Suitable for available operator skills with adequate training if necessary
• Suitable for local maintenance support capacity
• Compatible with existing equipment and consumables
• Compatible with existing utilities and energy supplies once upgraded if necessary 
• Suited to the local climate, geography and working conditions
• Can be run economically with local resources
• Can be safely decommissioned at the end of its working life

Assured quality and safety • Of sufficient quality to meet requirements and last a reasonable time
• Made of durable materials with respect to local working conditions (e.g. dust and humidity), which may 

not be common in the premises of the donor or manufacturer
• Made of material that can be easily cleaned, disinfected or sterilized without rusting, according to the 

substances available in the recipient country, which may be different from those commonly used on the 
premises of the donor or manufacturer

• Manufactured to meet state-of-the-art standards for safety and performance (i.e. ISO and other relevant 
equivalents to international standards) 

• Approved for market by well-established regulators (such as: the US Food and Drug Administration, the 
Australian Therapeutic Goods and the European Commission)

• Suitably (re)packaged so that it is not damaged in transit or during storage
• Provided by a reputable, reliable, licensed manufacturer or registered supplier
• Provided with user and maintenance manuals written in local languages

Affordable and cost-effective • Affordable in terms of costs for e.g. freight, insurance, import tax
• Affordable in terms of installation, commissioning and staff training
• Affordable to operate (costs of utilities, consumables, accessories and spare parts during its lifetime)
• Affordable to maintain and service
• Affordable to dispose of safely
• Affordable in terms of procurement (e.g. the cost of a procurement agent or foreign exchange, if 

necessary)
• Affordable in terms of staffing (e.g. costs of any additional staff or specialized training)
• Affordable in terms of end-of-life and waste management, including special waste (e.g. radioactive, 

acid, biohazardous material)

Ease of use and maintenance • The recipient has the necessary skills for operating, cleaning and maintenance
• Instructions and manuals are available in an appropriate language
• User training is offered by the supplier or donor
• Local after-sales support is available, with proven technical skills
• Additional technical assistance through service contracts is possible
• The equipment comes, preferably, with a warranty covering a reasonable length of time, of which the 

terms are well understood (e.g. covers parts, labour, travel, refunds or replacements)
• A supply channel for equipment-related supplies (for example, consumables, accessories, spare parts)
• Assured availability of supplies for a reasonable period (up to 10 years)

Conforms to donor solicitor’s 
policies, plans and guidelines 

• Purchasing and donations policy
• Standardization policy
• Technology level described in standard equipment lists and generic equipment specifications
• Conclusions of a review of the literature and comparative products
• Conclusions on feedback for previous purchases and donations
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Regulatory and policy considerations

If medical devices are donated without regard 
for relevant national policies, regulations and 
guidelines for their selection, quality assurance, 
distribution, use and post-market surveillance, 
they may become a burden to the recipients, 
pose risks for patients and health workers and 

result in wasted resources for both donors and 
recipients and a burden on the environment.
If there are no local regulations, policies or 
guidelines on donations, the parties involved 
should develop institutional guidelines and 
standard operating procedures for both donors 
and recipients according to this document and 
the considerations summarized in Tables 2 and 3.

Table 2. Essential elements of a recipient’s policy for accepting donations of equipment 

Issue Considerations

Policies and plans Determine whether there is a donations policy. Recipients are in a much stronger position to negotiate if they have 
a policy.
• List the equipment and supplies required and their quantities. Prioritize the list of requested items.
• Provide potential donors with clear, comprehensive information on the items required and how they will be used. 

The requested items should comply with, for example, the specifications, standardization practices and model 
equipment list.

• Check that national regulations allow such goods to be imported.

Review of donor and 
equipment on offer

Check that the donor has the capacity to fulfil the request.
• Before accepting a donation, check that the equipment being offered conforms to national policy and is suitable 

for the recipient facility and staff. Confirm that the equipment requires only spare parts and consumables that are 
affordable from the available budget.

• Before accepting a donation, check whether the relevant accessories, consumables, manuals and some spare parts 
are included, so that the equipment can function and be used.

• Before accepting a donation, confirm whether the donor will be responsible for covering the costs of transport 
(including within the recipient country), freight, insurance, import duties, customs clearance, storage during 
custom clearance installation and commissioning costs, if applicable. If not, ensure that money is set aside for this.

• Before accepting a donation, check whether a locally produced medical device is available at a price that is cost-
effective. In this case, it could be appropriate to negotiate a cash donation instead of a medical device donation.

• If the goods include reagents or sterile supplies, check whether they will have an adequate expiry date (at least 
1 year, or half the shelf life if the expiry date is < 1 year). Additionally, be mindful of required special storage 
conditions, such as cold chain. 

• Check that the equipment on offer conforms to your “good selection criteria”.
• Determine who will be responsible for the inputs required during the remaining useful life of the equipment.

Acceptance of 
purchases

If pre-installation work is required, prepare the site and personnel for receiving the equipment, and notify the donor 
when all preparations are complete.
• When the donation is received, check the packaging for damage, and make sure that the equipment is fully 

functioning and is accompanied by the relevant, agreed manuals, spare parts, consumables and accessories. 
Check expiry dates and labelling of recurrent supplies.

• Confirm receipt of the donated equipment with the donor, including information about the condition and 
appropriateness of the equipment.

• Keep a record of all donations received.
• Check whether the required end-of-life management (e.g. recycling, waste management of devices and its parts, 

including fluid ones) of the medical devices is compatible with local law and that the required infrastructure and 
competence are available in the country, with reference to special waste (e.g. radioactive, biohazard, acids).

Refusal of a 
donations if 
necessary

Refuse inappropriate donations, and explain the reasons for refusal.
• Keep a record of all donations that were not requested, and inform donors of unsolicited donations.
• Refused donations should be disposed of at the donor’s expense.

Disposal The donor and solicitor should agree on a standard procedure for final disposal of medical equipment at the end of 
its technical life.

Source: Marks et al. (24).
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Table 3. Essential elements of a donor’s policy for medical devices donations 

Issue Considerations

Ensure that a 
donation is necessary 
or requested

• Make donations only in response to requests and expressed needs.
• Extend the knowledge of the recipient.
• Confirm the need for the donation, and check the capacity and financial resources of the recipient for accepting 

donations. 
• Consider whether a donation of goods is the most appropriate form of support. A cash donation may be more 

effective in some cases. For example, it may be cheaper to procure a hospital bed locally than to transport a 
donated bed from overseas. Check whether there are locally registered providers of medical devices with the 
relevant authority.

• Consider alternatives to donating conventional medical devices: purchase or donation of medical devices 
specifically developed for environments with certain constraints; supply or donation of accessories and spare parts 
to restore existing equipment to working order.

• Coordinate donations with other donors to ensure that there is no duplication.

Involve the recipient • Ensure that the device conforms to the device development plan of the country or facility, and consult recipients 
about their equipment requirements and preparation of specifications and purchase documents.

• Check that the donation conforms to national requirements for selection of equipment.
• Ensure that the recipient clearly specifies the items required.
• Involve the recipient in evaluation and in final recommendations on the equipment to be purchased for donation.
• Before sending donations, obtain consent from the recipient and authorization for exportation (if applicable) 

and for importation into the recipient’s country (if applicable) by providing the recipient with all the documents 
required by the national regulatory authority. 

• Confirm the items to be sent and when they will arrive, so that the recipient can plan their reception, installation 
and training.

• Ensure that the medical device is fully certified (e.g. if it emits radiation for medical purposes, a certificate from a 
radiation control institution must be included that provides details of its origin, type and, when appropriate, the 
intensity and distribution of the radiation). 

Offer only good-
quality products

Ensure that only appropriate medical devices and supplies are donated.
• Ensure that the donated equipment is in full working order and is accompanied by all the necessary technical 

documents, accessories and parts.
• Check the quality and safety specifications of the donated equipment. Avoid supplying equipment that does not 

meet up-to-date technical and safety specifications (although this does not imply that the equipment must be a 
sophisticated model).

• Check with the recipients that the donation is acceptable. If you are offering alternatives, check that the 
alternatives are acceptable.

Additional costs 
involved in the 
donation

• Clarify and agree which party will cover the costs of international and local transport, freight and insurance, 
warehousing, customs clearance, storage and handling, installation and support.

Provide the recipient with detailed information on the installation, operation and maintenance of the equipment.

3.2  Export of unsafe and unfit 
medical devices to third 
countries

From the perspective of global health as a 
common responsibility of all WHO Member 
States, the States should, when appropriate, 
through their national regulatory authorities 
(NRAs), develop policies and regulations 
to protect not only their population but also 
exportation of unsafe or unfit medical devices 
to other countries. An example of a protective 

mechanism can be found in the legal orders of 
the member states of the European Union. As 
European Union members, they are obliged to 
transpose into their national laws the Waste 
Electrical and Electronic Equipment Directive 
(European Union 2018/849), which lays down 
minimum requirements for shipment (26). 
The Directive imposes obligations to prevent 
shipment of waste, including faulty equipment. 
The requirements include written proof of 
equipment evaluation and proper functioning 
as well as appropriate protection against damage 
during transport due to insufficient packaging or 
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inappropriate stacking of a load. The preamble of 
the Directive emphasizes the will of the European 
legislator “to avoid unwanted shipments of non-
functional electrical and electronic equipment to 
developing countries” (recital 15). The transfer of 
non-functional electrical and electronic waste, 
including medical equipment, out of Europe is 
illegal and subject to sanctions. 

3.3 Regulatory considerations for 
authorizing importation of 
donated medical devices in the 3 
phases (pre-donation, donation 
and post-donation)

The WHO Global Model Regulatory Framework 
for medical devices, including in-vitro devices (3) 

calls on NRAs to establish mechanisms for 
verifying and authorizing importation of 
donated medical devices. NRAs are responsible 
for performing regulatory controls to ensure 
that the medical devices placed on the market 
comply with legal requirements. Additionally, 
NRAs should authorize donated medical devices 
to ensure safety, quality and performance, and 
should not differ in this regard from devices 
imported through a regular supply chain. All 
parties involved in a donation must follow the 
NRA’s legal requirements for importing medical 
devices into the recipient’s country to avoid 
rejection or unnecessary delay in delivering the 
devices to the end users. If the NRA or another 
state entity does not have a mandate to enforce 
legal requirements for medical devices, including 
IVDs, the entire responsibility lies with the 
recipient of the donation (Fig. 2). 

Fig. 2. Steps and responsibilities in the donation of medical devices

Installation, 
commissioning 

and verification of 
functionality

Agree on donations

Responsibilities
• Provide the donor with an 

accurate list of medical devices 
needed (type & quantity).

• Involve clinical and biomedical/
technical staff in the donation 
process in addition to 
administrative decision-makers.

• Ascertain that there are 
competent clinical and 
biomedical/technical staff as 
well as the financial resources to 
operate and maintain the medical 
devices.

• Ensure that consumables and 
spare parts are available in the 
local market or can be purchased 
when required.

• Refuse an unsolicited and/or 
incomplete donated medical 
device.

• Return unfit medical devices to 
the donor at their own expense.

RECIPIENT

Responsibilities
• Conduct needs assessment.
• Check and confirm if specification 

match with recipient request.
• Check and confirm if 

infrastructure supports 
functionality of the device.

• Sign agreement with recipient 
with clear roles.

• Clear understanding of the 
national regulatory requirements.

• Compile import documents 
to send to the NRA prior to 
shipments.

• Conduct functionality test and 
submit proof of functionality.

DONOR

Recipient submits 
documents

NRA approves documents

Inspection of donated 
consignment

Dispatch of donated 
consignment

WHO’s core principles on 
donations

 Maximizes benefit to the recipient.
 Respects wishes and authority of 
recipients.

 No double standards in safety and 
performance.

 Ensure effective communication 
between donor and recipient.

Source: Adapted from WHO Expert Committee on Biological Standardization: seventy-sixth report (3).
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If the device emits radiation for medical 
purposes, a certificate from a radiation control 
institution must be included that provides details 
of its origin, type and, when appropriate, the 
intensity and distribution of the radiation. 

It is recommended that medical devices intended 
for donation be obtained or procured from a legal 
entity, e.g. a licensed business, to ensure the 
traceability of the product in case of an adverse 
event or incident that affects patient safety and 
if field safety corrective actions are required. 

Medical devices that have not been authorized 
for use in the donor’s country or country of 
origin because of concern about quality, safety 
or performance should not be considered for 
donation. 

Before the donation, the donor and recipient 
must check that the recipient’s national 
regulations allow such goods to be imported 
and, if so, apply for an import authorization 
by submitting the required documents to the 
NRA. An application for authorization to import 
donated medical devices must be submitted 
by the recipient to the NRA of the recipient’s 
country before shipment of the donation. Typical 
supporting documentation to be provided by the 
donor includes: 

• a list of products to be donated; 

• the label on each product (package); 

• the name and address of the manufacturer(s) 
of the products; 

• evidence that the product is approved or 
authorized in the donor’s country or the 
manufacturer’s quality management system 
certificate (for high-risk medical devices); 

• a letter confirming the safety and 
performance of the devices to be donated, 
with all documents of proof of proper 
functioning; 

• a document approving exportation (if 
applicable); 

• the expiration dates, as applicable, to 
address sensitive products with short expiry 
dates; and 

• the recipient’s legal entity or registration 
certificate or the contact details of the 
recipient’s public health facility issued by 
the government of the receiving country. 

Any consignment containing donated medical 
devices should be shipped only after approval 
has been granted by the responsible institution 
in the recipient’s country.

After fulfilment by the donor of all the 
requirements listed above and submission by 
the recipient to the NRA, the NRA will issue a 
letter, permit or certificate to allow importation 
of a donated medical device. 

3.4 Importing donated medical 
devices into the recipient 
country

The NRA should work with other local 
government institutions, including customs 
and the procurement agency, to ensure that 
donated medical devices are safe for use in the 
country. At the point of entry, every consignment 
should be inspected for verification. Any donated 
consignment that does not meet the conditions 
for approval by the NRA must be held at the 
border and returned to the exporting country at 
the donor’s expense.

Verification before release of a consignment may 
include: 

• Document verification: Verification of the 
availability and integrity of all documents 
listed in the pre-donation phase.

• Physical inspection: Verification that the 
donated medical devices were transported, 
stored and handled in accordance with the 
requirements outlined in the manufacturer’s 
documentation and are undamaged and 
otherwise in a good functional state. The 
expiration dates of disposable devices and 
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consumables must represent more than 
50% of the entire shelf-life after the date of 
inspection and last at least 12 months to 
ensure use of the entire donated lot.

• Verification studies (for IVDs): The national 
control laboratory will test the donation 
according to an assessment of the risk of 
the IVD (source, risk class, robustness of the 
transport conditions) including a risk-based 
lot verification of high-risk IVDs. 

Post-market surveillance is the responsibility 
of the manufacturer. The responsibility for 
donated medical devices is that of the donor. The 
recipient develops a system for receiving reports 
of incidents and adverse events to be sent to the 
donor. The donor should take appropriate action if 
an incident or adverse event requires safeguarding 
of patient safety. The NRA should include in 
their market surveillance plan mechanisms for 
receiving feedback on the safety and performance 
of donated medical devices. Market surveillance 
activities should be based on WHO Guidance for 
post-market surveillance and market surveillance 
of medical devices and in-vitro diagnostics (27).

The safety and performance of donated medical 
devices must be monitored throughout their life 
cycle.

3.5 Consideration of established 
procurement systems

The proposed procurement pathway for 
donations must reflect, as closely as possible, 
standard pathways approved for devices 
purchased directly by the government. Some 
donor organizations or agencies may have 
procurement practices that contradict those of 
national procurement agencies or do not result 
in the optimal solution for a recipient. National 
procurement protocols must supersede those of 
donors or their partners. It is critical to defer to 
the standards practised in the recipient country 
to maximize synergy among various donation 
proposals and to minimize duplication of efforts.

3.6 Consideration of public health 
needs

Although some donations are of large, 
sophisticated imaging medical equipment, most 
of the medical devices required by any health 
system are more basic, such as blood pressure 
measurement devices, clinical laboratory 
equipment and otoscopes. In this regard, the 
WHO model lists on Priority Medical Devices3 and 
Essential in vitro diagnostics4 may be used as 
relevant references. One way of estimating the 
proper balance between sophisticated and basic 
equipment when contemplating a donation is 
to consider the burden of disease beyond the 
hospital or recipient organization, to include 
multiple levels of care in the locality, region or 
entire country. Lack of appropriate, functioning 
basic technologies, especially in primary care 
and at first referral in remote areas, can limit 
access to preventive and curative interventions. 
These basic devices have a far greater impact on 
public health than more sophisticated devices. 
The provision of sophisticated equipment to 
intensive care units in hospitals may have less 
of an impact on health than far less expensive 
devices, such as weighing scales for use in areas 
in which there is malnutrition, point-of-care in 
vitro diagnostics to detect infectious diseases or 
pulse oximeters for monitoring hypoxaemia and 
to indicate oxygen therapy in case of pneumonia.

Conventional devices designed for hospital 
environments in high-income countries that are 
donated to health-care facilities in low-resource 
settings may be found to be intrinsically difficult 
to use and maintain. An alternative worth 
considering is donation of innovative health 
technologies that can be operated safely and 
efficiently in all types of health-care facility 
and are specifically designed for low-resource 
settings with severe constraints (e.g. unstable or 
minimal electrical distribution, high temperature 
and humidity, limited financial resources). Such 
devices are designed to be easy to use, easy to 

3 MeDevIS. Priority medical devices information system including in vitro diagnostic, 
some assistive products and other related health products. Geneva: World Health 
Organization; 2024 (https://medevis.who-healthtechnologies.org/).

4 WHO Model List of Essential In Vitro Diagnostics. Geneva: World Health Organization; 
2024 (https://edl.who-healthtechnologies.org/).
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maintain, cost-effective, sturdy and sustainable. 
The WHO Compendium of innovative health 
technologies for low-resource settings may be a 
relevant reference (28).

3.7 Inclusion of health facility input 
for donations coordinated 
nationally

Many donations are made to a country via the 
ministry of health or other national body. In 
these situations, it is important that the recipient 
institutions be consulted before requesting or 
accepting donations. Without understanding 
of the specific needs of recipient institutions, it 
is likely that the donation will not be suitable. 
Thus, it is important that national policies and 
guidelines for equipment donations, as well as 
purchases, include as a norm the solicitation of 
input and feedback from the intended end-users.

3.8  Considerations for support for 
installation, service and supplies 

If the recipient cannot sustain the costs of 
installation, service and supplies required to 
operate and maintain the medical equipment 
offered or requested for donation, the 
donor may wish to consider an alternative 
donation package that includes operation and 
maintenance costs, especially as the costs of 
purchasing medical devices represent only 
part of the total costs incurred during the life 
of equipment. For instance, instead of donating 
20  dialysis machines, a donor could instead, 
for the same cost, donate 10 dialysis machines 
with installation of the required water treatment 
equipment, dialysers, tubing and chemicals to 
operate the machines for several years. In this 
way, the complete costs of operating medical 
equipment are taken into account while ensuring 
complete operability of the equipment for a 
known time.

3.9  Special environmental and 
human resources for use of 
equipment

Detailed instructions for the installation, 
operation and maintenance of equipment allow 
the recipient to start pre-installation tasks, 
including training personnel in operation and 
maintenance.

The recipient should provide the expected date 
of completion of pre-installation and give the 
donor details such as floor plans, architectural 
drawings and blueprints so that the donor can 
identify any potential problems and recommend 
solutions. Training of personnel to operate and 
maintain the equipment is an important facet 
of preparation and requires preparation and 
planning. In addition, the training of health care 
workers should also be provided, if needed. 

If the recipient or the donor does not have the 
technical knowledge to perform pre-installation 
or training, proper assistance and consultation 
should be sought from qualified experts, such 
as biomedical or clinical engineers. It is strongly 
recommended that biomedical and clinical 
engineers be involved in the donation process, 
for both the donor and the recipient (21).

After the preparatory requirements have been 
fulfilled, the recipient can request the donor 
to assemble and package the equipment for 
shipping.

3.10 Communication

Continuous communication between donors 
and recipients throughout the donation 
process (Fig.  3) can determine the success of 
the donation. Some desirable characteristics of 
communication are: 

• active involvement of and input from the 
recipient as the main stakeholder; 

• inclusion of facility input if the donation is 
coordinated nationally; 



13WHO Medical device technical series

3. Best practices for donors and recipients

• assessment visits to the recipient facility by 
donors before the donation; 

• evaluation visits by donors to the recipient 
facility after the donation; 

• feedback from the recipient to the donor 
during and after the donation; 

• donor understanding of the recipient’s 
needs and challenges; 

• appropriate consultation with medical 
device experts if the donor or recipient 
does not understand the implications of 
the donation;

• consultation with national suppliers and 
distributors of medical equipment; 

• consultation of donors and recipients with 
appropriate national and international 
regulatory and standards agencies and 
bodies;

• sharing of information with clinical end 
users, biomedical engineers and technical 
personnel and administrative staff; and

• a final decision to accept or reject a donation 
by the national authorizing body.

3.11 Considerations for shipment

Medical Equipment donations may require 
shipment from one country or region that may 
have different tariff norms, such as local taxes, 
customs duties, International Goods & Service 

Fig. 3. Soliciting and offering donations of medical devices
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Tax. Besides, storage of shipment in airport/port 
warehouses, may require payment for demurrage 
charges. Hence, the following is suggested: 
 

• The receiver of donated medical equipment 
may take written undertaking from the 
donor, as to who will be responsible for 
payment of taxes and customs duties on 
shipped goods. 

• Such duties and taxes are to be applied 
on taxable value as declared on invoice. 
Hence the valuation of donated devices or 
equipment would be important. 

• The donor and receiver may endeavour to 
file for exemption of customs duties within 
the country of receipt, if so permitted under 
the national laws. 

• The inspection of goods by customs may 
require suitable declaration as to determine 
that the goods are being donated free of 
cost. 

• The customs duties and taxes as may be 
applicable, may be estimated beforehand, 
and if not exempted, undertaking may be 
taken from the donor for covering the value 
of duties. 

• The storage of such goods is permitted 
only up to a limited time in the customs 
warehouses. Early clearance of such 
goods may be endeavored so as to avoid 
demurrage charges on goods, if any. 



15

Fig. 4. Decommissioning medical devices (11)
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4. Situations requiring further attention

4.1 Used medical devices

Some donations consist of used medical devices 
that are still functional from hospitals in higher-
income countries. Functioning equipment is 
often made available for donation when it is 
decommissioned and replaced because of 
changes in the hospital structure or to upgrade 
the technology. Donations of used devices should 
be accepted only if documentation is available to 
demonstrate that the device has passed standard 
performance and functionality testing. The 
device must meet international manufacturing 
standards for state-of-the-art quality (such as 
of the International Standards Organisation). 
Used equipment must be disinfected and 
decontaminated before donation and must 
include clear instructions on disinfection and 
decontamination (24). In any case, all medical 
devices should be cleaned before donation (11).

Used equipment, such as new equipment, 
requires maintenance, spare parts, user 

training and manuals for service and operation. 
Manufacturers are, however, less willing to 
provide support for used donated equipment, 
leaving the recipient with little or no recourse 
when the equipment breaks down. Donations 
of used equipment are more useful when the 
manufacturer provides assurance of proper 
support in the form of accessories, repair parts, 
service and consumables for an appropriate 
length of time. Both donors and recipients should 
establish the minimum acceptable period during 
which manufacturer support will be available, 
such as 5 years. As the serial numbers of medical 
devices are usually registered in the name of the 
original buyer, manufacturers and vendors may 
be more willing to provide support if they are 
informed of the identity of the new owners of the 
equipment. Moreover, the donor should provide 
the necessary training for basic maintenance 
procedures, if required by the recipient. Reuse of 
used implantable devices should be considered 
only when a new device is not accessible, with 
adequate information provided to potential 
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recipients about the risks of reprocessed items and 
to obtain informed consent. Although reuse is not 
recommended and goes against the intended use 
of the device, some studies have demonstrated 
that the reuse of properly refurbished implantable 
devices is feasible and safe (11,29), provided that 
used implantable devices are reprocessed and 
sterilized appropriately (30). 

The donor should consider donation of used 
medical devices as a mean of decommissioning. 
Decommissioning consists of removing a medical 
device from service in a health-care facility 
after a decision to disinvest in the device itself 
or in the service in which it is used. The two 
main pathways for decommissioning a medical 
device and determining its final disposition after 
decontamination are permanent elimination 
(e.g. recycling, cannibalizing or incineration) 
and re-use (i.e. donated, sold, refurbished, 
reprocessed, traded-in or reassigned internally to 
another location) (Fig. 4). See Decommissioning 
of medical devices in the WHO Medical Device 
Technical Series (11).

4.2 Refurbished equipment

Refurbished medical devices (31) are those with 
restored functionality and appearance, including 
replacement of worn-out parts, cleaning, 
decontaminating, repairing and repainting. 
Refurbishers are expected to restore equipment 
to the manufacturer’s original specifications 
and follow the good manufacturing practices 
established by their national authorities for 
manufacturers of health-care equipment. 
Reputable refurbishers provide user manuals 
and all the accessories necessary to use the 
equipment. Equipment from a reputable 
refurbisher is, therefore, preferable to a donation 
of used equipment directly from a hospital, if 
they fulfil a refurbisher certificate.

From a global viewpoint, donation of used 
and refurbished devices can improve the 
environmental impact of medical devices by 
bypassing unnecessary disposal. Because of 
very short life cycles, many devices are disposed 
of, generating large amounts of waste (32). 

Thus, used and refurbished devices that have 
undergone proper restoration and testing, can 
continue to be valuable while minimizing the 
environmental footprint of medical devices. Such 
donations not only bridge resource gaps but 
also promote a sustainable, circular approach to 
health care, ensuring that equipment continues 
to serve a purpose beyond its initial use (33).

4.3 Laboratory equipment 

In addition to reviewing laboratory equipment 
according to the criteria listed in Table 1, donors 
and recipients should answer to the following 
questions about reagents, calibration controls, 
consumables and accessories to facilitate 
decisions:

• What is the average turn-around time for 
tests, and is it suitable?

• What reagents are required, and how much 
do they cost?

• Can all the reagents be purchased in the 
country and in what volume?

• Do the reagents require refrigeration, and 
how should they be stored?

• Do calibrators or standards have to be 
purchased for each test, and are they available?

• What ongoing supplies are necessary for 
operation of the equipment?

• Are all essential accessories included, such 
as a printer and printer paper if necessary?

• What dai ly,  weekly  and monthly 
maintenance is required? 

4.4 Imaging and radiology

When considering donation of radiological 
equipment, attention must be paid to complex 
matters such as specialized training, professional 
installation and the requirement for specialized 
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maintenance support in the field. Items to be 
considered include:

• age and condition of the equipment and the 
approximate number of exposures on the 
tube head(s);

• type of machine – stationary or mobile, 
special procedure or straight radiographic, 
mammography or fluoroscopic;

• type of tube stand – floor-to-wall, floor-
to-ceiling, attached to the table or ceiling 
mount;

• minimum ceiling height for installation of 
ceiling mount units;

• load-bearing requirements for the ceiling;

• inclusion of uncut and unbent high-
voltage cables, with the correct number of 
conductors, correct length and wire size and 
with terminal connectors for each cable;

• professional assistance in crating for 
shipment and disassembling;

• possible inclusion of a new X-ray tube with 
each unit to ensure a working replacement;

• installation instructions, service manuals 
and professional assistance for installation; 
and

• a service contract.

The cost of the service contract is by far the 
greatest cost in a donation and may even exceed 
the purchase price of used equipment. This can 
make it uneconomical to donate a used digital 
X-ray, fixed fluoroscope or computed tomography 
device to a resource-limited setting (23).

4.5 Re-use of medical devices 
labelled “for single use”

The re-use of single-use medical devices should 
be discouraged and should not be part of 

donations. Yet, in a scenario of severe scarcity 
of medical devices or personal protective 
equipment, such as during the COVID-19 
pandemic, this practice has been reconsidered 
(36). Nonetheless, donors and recipients should 
consider that:

• It may not be possible to take apart some 
devices for proper cleaning and disinfection.

• Single-use devices may not be cleaned and 
re-sterilized properly.

• T h e  m e c h a n i ca l  i n teg r i t y  a n d /o r 
functionality of some single-use devices 
may not resist reprocessing.

• The effect of cleaning chemicals or sterilizing 
agents on reprocessed devices or on patients 
may not have been determined.

• Because of the design or the materials of a 
device, some models may be suitable for 
safe reprocessing while others may not.

• There may be no evidence of how many 
times a device can be safely reprocessed.

• Some devices, such as single-use injection 
syringes, should not be reused because of a 
very high risk of infection.

When reprocessing and re-use of a device labelled 
“for single use” is considered, knowledge of 
possible hazards must be thorough, with a 
comparison of the impact on patients. Are there 
adequate facilities and trained personnel for 
reprocessing? Some possible hazards may not 
have been foreseen. Ethical questions and the 
potential consequences of patient infection are 
important considerations and pose a question 
of legal responsibility for reprocessing and 
reuse of single-use devices. Policies for reusing 
single-use medical devices differ by country. 
For instance, the European Union allows 
exemptions (35), and, in the USA, the Food and 
Drug Administration applies the same standards 
to new and reprocessed devices. In Egypt, some 
health-care facilities that have shortages have 
resorted to reusing masks and nebulizer tubing, 
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guided by national guidelines from 2008 (36). 
In Australia, the National Safety and Quality 
Health Service Standards include requirements 
for reprocessing devices for both health care and 
non-health settings (37). Many countries have 
laws or recommendations, some of which ban 
reuse of such devices.

4.6 Donation of implantable devices

Implantable devices considered for donation fall 
into three categories:

• devices that have never been used;

• devices implanted during surgery but 
removed when they were found not to fit 
the patient; and

• devices implanted in patients that were 
later removed because, for example, of 
component fatigue or site infection.

Devices in the last two categories must be re-
sterilized and undergo special preparations for 
reuse, which may compromise the functioning 
of the device. Use of such devices is therefore 
generally questionable, and donation of such 
devices should be avoided or discussed with the 
manufacturer (30, 40).

4.7 Donation and reprocessing of 
single-use medical devices

The COVID-19 pandemic stimulated discussion 
and scientific dialogue about donation, 
reprocessing and reuse of medical devices (and 
personal protective equipment) intended by the 
manufacturers to be used only once. Regulators 
such as the US Food and Drug Administration 
(38), the European Commission (35), the Ministry 
of Health of South Africa (37) and the Egyptian 
Ministry of Health (37) have published dedicated 
guidance, which should be considered by 
donors and recipients. Risks highlighted by the 
Joint Commission International should be also 
reviewed (39).

4.8 Emergencies

Donations of medical devices require numerous 
exchanges between donors and potential 
recipients, commitments on both sides, technical 
operations, management and administrative 
follow-up. As the impact of a donation extends 
beyond the physical transfer of products, it must 
be done with forethought and consideration 
of the effects on the recipient’s health-care 
system. The question, therefore, arises as to the 
relevance and potential success of donations 
made in emergency situations, such as public 
health crises (outbreaks, epidemics), disasters or 
conflicts. In critical contexts, it is recommended 
that preference be given to donation agreements:

• between donors and recipients with 
existing partnerships, especially if previous 
donations have been successful;

• by organizations and agencies with 
experience in emergencies; and

• provide the most basic, universal medical 
devices (preferably brands that are available 
in or close to the emergency).

Given the nature of emergencies, with a rapidly 
changing public health situation, it may not be 
possible to adhere to these recommendations, 
and ad-hoc opportunities for donating items are 
more likely. Nonetheless, stakeholders should 
respect WHO’s core principles of meeting the 
basic requirements for any acquired device. 
Devices must, at a minimum: 

• meet an expressed request from the end 
users, corresponding to a real clinical need;

• be approved by regulatory authorities; 

• meet international safety standards;

• contain all its parts and accessories and be 
functional and safe for use on arrival;

• be accompanied by documentation in a 
language understood by the recipient;
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• be adapted to the local context (e.g. 
electrical power, medical fluids);

• be operational and maintained by the 
available human skills and capacities and/
or be accompanied by training; and

• be imported with a plan for its disposal in the 
receiving country after investigation and (if 
possible) identification of a disposal solution 
to be implemented once the medical device 
can no longer be used.

To facilitate emergency donations, it is suggested 
that lists of requirements for donations be 
developed by biomedical engineers and medical 
doctors, or a committee in the Ministry of Health, 
so that the donor can consult them, particularly 
in emergencies and disasters, and meet local 
needs. The list would make it possible to 
determine the quantity of devices required in the 
event of an emergency, to validate the quantity 
and to provide the devices to donors. Donors 
would refer to the single list for evolving needs 
and fill gaps, to avoid duplication. Even when 
donors work directly with health-care facilities 
rather than through national governments, 
allowance can be made for modifying the 
database to reflect their activities. The WHO 
priority lists of medical devices could be used 
in creating a list, referenced and extended as 
necessary (e.g. the WHO list of priority medical 
devices for COVID-195 case management). 

In emergencies, the most efficient form of 
communication in the recipient’s country must 
be used to facilitate the donation process.

4.9  Criteria for assessing the 
acceptability of donations of 
medical devices

During consultation on a donation of a medical 
device, potential recipients and potential 
donors should collaborate in establishing the 
acceptability of the devices for introduction into 
the potential recipient’s health-care system. 

5 https://www.who.int/publications/i/item/WHO-2019-nCoV-MedDev-TS-O2T.V2

This involves ensuring that only devices of 
suitable quality enter the system and that their 
quality will be maintained to ensure that they 
have a sustainable, positive impact on patient 
outcomes. This requires intricate interactions 
among potential donors, suppliers and recipients. 
Recipients must involve representatives of the 
community that will use and maintain the device 
and regulators – and not only the administrators 
of health-care facilities or representatives of 
ministries of health.

Irrespective of the source of a medical device 
(donation or direct purchase, new or refurbished) 
that is acceptable to a health-care system, it must 
be the most appropriate solution for (i) sustainably 
meeting one or more clinical demands; (ii) 
improving specific patient outcomes; (iii) 
adaptation to the infrastructure, the skills of 
clinical, biomedical  engineers and other technical 
staff and the budget of the target facility; and 
(iv) minimal environmental harm. An acceptable 
medical device is not necessarily the cheapest 
option available to the donor, nor is it the medical 
device that can be obtained most rapidly. 

Verification of acceptability is most critical in an 
emergency. The less suitable a device, the more 
likely it is to cause harm and create a burden 
for a potentially crippled health-care system. 
Therefore, all countries should establish criteria 
for acceptability pre-emptively rather than in an 
emergency.

To help potential recipients and potential donors 
to prepare for the donation process, criteria 
have been set for assessing the acceptability of 
donations of medical devices, with considerations 
for solicitation and provision. Meeting the criteria 
requires input from clinical staff, biomedical 
engineers and other technical staff, regulatory 
authorities, public service officials and donor 
representatives. WHO expects Member States 
to use this guide to create their checklist for 
accepting or rejecting donation proposals. The 
checklist will also be useful in negotiating the 
terms and conditions of donation proposals at 
national, regional and institutional levels. 
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Annex 1. Criteria for assessing the acceptability of a 
proposed donation of a medical device

 A letter and a questionnaire from the prospective recipient are attached.
 The report of a facility assessment of infrastructure, resource availability and clinical demand is attached.
 The device is approved for treating the targeted clinical condition in the recipient’s country.
 The number of devices does not exceed the number requested by the recipient.
 The number of devices available in the country, including this donation, will not exceed the needs for the patient 

population (including donations from other sources).
 The device represents the most appropriate solution for the specific clinical demands outlined in the prospective 

recipient’s request or facility assessment.
 The device meets the specifications outlined in the recipient’s request or facility assessment.
 The donation proposal should be revised.

 1. Is the device clinically relevant, and will it strengthen the health-care system?

 A partnership agreement signed before starting the donation process is attached.
 Responsibility has been accepted for:

• shipment by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• customs clearance by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• storage by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• distribution by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• facility preparedness by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• commissioning and installation (including quality control and calibration) by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• training of end users by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• operations (staff) by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• consumables, accessories and supplies by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• spare parts by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• service and maintenance (biomedical engineer and other technical staff, tools, contract) by:  . . . . . . . . . . . . . . . . . . . . . . . .

• disposal by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

 Monitoring and evaluation of specific patient outcomes has been planned.
 The device has a reasonable lifespan beyond the expected commissioning date.
 The manufacturer or distributor will continue to support the device for at least 3 years from the date of purchase. 
 A supply chain for spare parts is available.
 A supply chain for consumables and accessories is available.
 A contingency plan if the device cannot be used is attached.
 End-of-life disposal has been planned.

 2. Is there a sustainability plan?
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Annex 1. Criteria for assessing the acceptability of a proposed donation of a medical device

 Labels, service manuals and all other information are written in a language that is commonly used in the recipient’s 
country. Specify language:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

 Use of the device complies with national policies and regulations, and the national regulatory authority has 
approved the device for the intended purpose. A copy of a license or letter of approval is attached.

 If a regulatory authority in the recipient’s country has not confirmed use of the device, indicate the internationally 
recognized safety standards to which the device was manufactured (e.g. European Commission, US Food and Drug 
Administration):  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

 3. Does the device meet safety and technical regulations?

 A functionality test certificate or other proof of a pre-shipping functionality test (quality control) is attached.
 All used devices have undergone refurbishment protocols and passed functionality tests.
 All parts and accessories are included with the device.
 Names of biomedical engineers and technical staff who will complete a functionality test at the target facility: 

 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

 All required ancillary or supporting devices that are necessary for use of this device are available or being procured. 
 The donation proposal should be revised.

 4. Will the device be functional if installed as instructed?

 There is sufficient space to accommodate the device at the target facility.
 The targeted facility has the necessary amount and quality of power, water and medical gases.
 If the device is electrical, the input power matches the facility’s power supply, and surge protectors are available. 
 The infrastructure will be ready before arrival of the device to ensure that the device can be installed and used 

immediately.

 5. Is the device compatible with the recipient’s infrastructure?

 Responsibility has been accepted for providing the following in sufficient quantity when required:

• medical staff by: . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• technical and maintenance staff and tools by: . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• consumables and accessories (specific to the device, e.g. reagents, cables, sensors) by: . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• consumables (power) by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• consumables (water) by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• consumables (medical gases) by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• consumables (other) by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

• spare parts by:  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .

 Confirmation of responsibility is attached in writing.

 6. Does the budget cover the device’s operating costs?
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 A description of the qualification of the senior technical leader at the target facility is attached (e.g. chief technical 
officer, director of clinical engineering).

 A description of how technical oversight will be provided is attached.

 7. Is a senior technical leader available to provide consistent oversight?

 A description of the national legal procurement framework is attached. Or, an acceptable alternate procurement 
framework is attached.

 Preference has been given to brands and device models that have been used previously in the recipient’s country 
and/or were designed to meet constraints specific to the target facility’s operating environment.

 A description of the donor’s national exportation framework is attached, if applicable. 
 A description of the recipient’s national importation framework is attached, if applicable.

 8. Does the donation meet national regulations for procurement, exportation and importation?
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Annex 2. Literature review on donations of medical 
devices, January 2010–November 2023

Aim

The primary objective of this review was an investigation and evaluation of literature on medical device 
donation to inform and update relevant WHO guidelines. This literature review has not been registered.

Search strategy and selection process

A search was performed between January 2010 and November 2023 according to the Preferred 
Reporting Items for Systematic Reviews and Meta-analyses (PRISMA) guidelines. Publications were 
searched in the Scopus database with the following search string: (“donat*” OR “donor” ) AND ( 
“medical devic*” OR “medical equip*” OR “healthcare technolog*” OR “personal protective equip*” ) 
AND ( “organ” OR “organs” ) AND PUBYEAR > 2009 AND PUBYEAR < 2024. The search string was limited 
to titles, abstracts and keywords. A total of 510 articles were identified. The titles and abstracts of the 
studies were screened against inclusion and exclusion criteria for eligibility by two separate pairs of 
two independent reviewers. The articles selected then underwent a full text review. In case of any 
disagreement, a third reviewer was consulted.

Fig. A2.1. PRISMA workflow for the scoping review
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Inclusion and exclusion criteria

Inclusion criteria Exclusion criteria

Report on Medical device donation, including medical equipment, single-use 
medical devices and in-vitro diagnostics

Geographical setting low, lower-middle, upper-middle, and high-income countries 

Clinical setting No exclusion criteria

Type of publication Journal articles, reviews, conference paper, book chapters Letters to editors, editorials 

Language English Languages other than English

Time frame 2011–2023 <2011

Information extraction and synthesis

The information from the extracted papers was gathered using an ad-hoc Excel spreadsheet and 
synthesized through a narrative synthesis method by one reviewer. Quality appraisal has not been 
performed. 

Results and conclusions

A significant body of evidence on medical device donation to LMICs has emerged in the past 10 years, 
which indicates that donation of medical devices is a common practice of well-meaning donors, with 
the objective of improving capacity for safe, effective health care. Inadequately planned and executed 
donations, however, often fail to achieve the intended outcomes and can even impose an unnecessary 
burden on health-care providers and organizations that are already facing significant challenges. Most 
of the extracted papers dealt with medical devices donation (13), two studies dealt with refurbished 
medical devices, two dealt with medical device management and maintenance in low and middle 
income countries, one paper described a frugal design innovation in the contest of a donated medical 
device, and one dealt with regulation of donated medical devices.

The literature, while limited, emphasizes the importance of an equitable relationship between donors 
and recipients. An often overlooked factor that leads to suboptimal long-term donations is funding 
for maintenance teams and spare parts or consumables. Planning of a donation must include a clear 
system for the long-term sustainability of the device. Ultimately, the success of a donation depends on 
clear, honest communication by recipients of their needs and any foreseeable limitations that could 
undermine the integrity of the donation. Unfortunately, there is minimal evidence of widespread 
adherence to published guidelines, and additional evaluations should be conducted of medical device 
donations to identify solutions for the remaining gaps. Table A2.1 summarizes the 19 full papers 
included in the final review, which were used in rewriting this guideline.
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Annex 2. Literature review on donations of medical devices, January 2010–November 2023
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Annex 3. Flyer providing reminders for donors and 
recipients of medical equipment 

 Ensure that a donation is 
necessary and requested.

 Involve the recipient, and obtain 
consent from the relevant 
authorities and authorization for 
exportation and for importation 
into the recipient’s country (when 
applicable).

 Offer only good-quality, safe, 
functional medical devices, 
including accessories, spare parts 
and consumables, if necessary, 
for at least 12 months.

 Analyse and disclose additional 
costs involved in the donation 
(e.g. transport, insurance, 
installation, maintenance, 
updates).

 Provide labels, user manuals and 
all other useful information in 
a language understood by the 
recipient.

Donor responsibilities

 Prepare a detailed list of the medical devices 
required after assessing local health needs.

 When evaluating a donation, consider the 
resources necessary for proper functioning 
of the medical device in the short and long 
term (e.g. training, installation, technical 
staff, infrastructure, consumables, spare 
parts).

 Before accepting a donation, check whether 
there is a locally produced medical device 
is available at a cost-effective price. If so, 
explore whether a cash donation could 
be negotiated instead of a medical device 
donation.

 Prepare and use checklists to ensure 
that donations are appropriate and are 
transported, delivered and installed in a 
timely, safe and efficient manner.

 When the donation is received, check the 
packaging for damage and make sure that 
the equipment is fully functioning and 
is accompanied by the relevant, agreed 
manuals, spare parts, consumables and 
accessories. Check expiry dates and labelling 
of recurrent supplies.

 Refuse in a timely manner unsolicited, 
inappropriate, inadequate and/or 
incomplete medical device donations.

Recipient responsibilities

 Review alignment between local 
needs and the selected medical 
device. Consider the following 
criteria:  appropriate to setting, 
assured quality and safety, 
affordable and cost-effective, 
easy to use and maintain, 
conforms to donor policies, plans 
and guidelines, can be suitably 
disposed of in the recipients’ 
country at the end of its life cycle.

 Follow relevant national policies, 
regulations and guidelines. 
If not available, the parties 
should develop institutional 
donation guidelines and standard 
operating procedures.

 Ensure continuous, effective 
communication between donor 
and recipient.

 Clearly define the terms of a 
formal collaboration, including 
who is responsible at each step 
(e.g. testing, shipping, customs 
clearance, commissioning, 
installation, training, 
maintenance, servicing, returning 
unfit products).

Joint responsibilities

Goal
“Ensure improved access, of safe and good quality medical devices” following the 5A principles:

Affordable, Accessible, Acceptable, Appropriate and Available

Maximize benefit 
to the recipient in 
the short and long 

term

Respect the 
recipient’s needs 

and authority, 
including during 

emergencies

No double 
standards for 

safety, quality and 
performance

Ensure effective 
donor–recipient 
communication 

before, during and 
after donation.

In line with the WHO Global Model Regulatory Framework for medical devices, including in vitro diagnostic medical devices (2024): states should, 
when appropriate, through their national regulatory authorities, develop policies and regulations to protect the population in their jurisdiction and 
also prevent export of unsafe and unfit medical devices to other countries. Additionally, the national regulatory authority of the recipient country 
should register donated medical devices, to ensure that safety and quality standards are met.
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Considerations for special situations

Donation of used medical devices:
 Used medical devices should be donated only if they have passed standard functionality testing and were properly refurbished, if necessary.

 The donor and the recipient should agree on a maintenance plan for a donated device, especially after the manufacturer’s guarantee has 
expired or does not cover the donor premises.

Donation of refurbished medical devices:
 Equipment from a reputable refurbisher is preferable to a direct donation of used equipment from a hospital.

 It is preferable on the condition that the refurbisher provides a certificate of compliance with current safety and efficacy requirements.

 Used and refurbished devices, when properly tested or restored, can continue to be valuable.

 This approach helps minimize the environmental footprint associated with medical devices.

Donations during emergencies:
 During emergencies, preference should be given to donation agreements that:

• are made between donors and recipients with an existing partnership.
• are made by organizations and agencies with experience in emergencies;
• involve provision of the most basic, universal medical devices; and
• preferably apply to brands that are available in or close to the emergency.

 Stakeholders must respect WHO’s core principles to meet the basic requirements for any acquired device.

If you identify any gaps, consider revising your donation plan.

More information needed?

Please see https://www.who.int/health-topics/medical-devices#tab=tab_1

https://www.who.int/health-topics/medical-devices#tab=tab_1


Medical Devices and In Vitro Diagnostics Team
Health Products Policy and Standards Department
Access to Medicines and Health Products Division
World Health Organization
Avenue Appia 20
1211 Geneva
Switzerland
E-mail: medicaldevices@who.int 
http://www.who.int/medical_devices/en/
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