Appendix 1: Donated Medical devices including in vitro diagnostics during emergencies: Considerations for the government procurement agencies during receipt of donations  

1.0 Introduction

Many health systems purchase medical equipment by following established guidelines, policies and procedures at the institutional, regional or national levels.  However, donations are often not subject to the same level of rigour, which contributes to inadequate medical devices being donated. It is therefore important to emphasize that proper planning, evaluation, selection and approval must be done according to governing policies and procedures, in both purchases and donations. 
There is substantial evidence to indicate that due to the absence of clear dedicated framework and other resource issues, often the quality assurance of donated medical devices become a challenging task. This is even worse in case of emergencies such ca COVID-19 pandemic. 
This guideline has described above all, measures which should be implemented to ensure quality of donated medical devices, but further emphasis is made in this annex considering a crucial role played by the procurement agencies in ensuring quality of donated devices. Government Procurement agencies are often the recipient, custodian, distributors and responsible in safe disposal of these devices and therefore they should be central in the whole process of handling the donation. 
2.0 Consideration when receiving donations
The following key considerations are recommended when government procurement agencies have received donations for medical devices and in vitro diagnostics during emergencies:

2.1 Immediately inform all the relevant partners including National Regulatory Authorities (NRAs), laboratories (only diagnostic tests) and other responsible institutions e.g. institutions responsible for atomic energy (medical devices emitting radiation) upon on arrival or receipt of donated medical devices including in vitro diagnostic tests. 
2.2 Engage the NRAs and laboratories to ensure that verification studies are conducted before the consignment is released for use.

2.3 Products must be subjected to thorough inspection by the NRAs and where possible samples can be collected for further quality assurance checks.  Inspection and quality assurance activities must be supervised by adequately trained staff.
2.4 Sampling should be performed in accordance with a written procedure and products may also be randomly sampled at the end of the distribution chain and sent for analysis. Samples should be taken only by appropriately trained and qualified personnel and in accordance with written sampling procedure based on risk assessment. Containers from which samples have been taken should be labelled accordingly. 
2.5 Following sampling, products must be quarantined until an authorized written release or rejection is obtained.
2.6 Rejected products should be securely segregated awaiting destruction or return to donor.
2.7 Liase with NRAs to ensure disposal of the medical devices is done in case of defective or poor-quality donated devices. Disposal could mean also return of the consignments to the respective donor`s country at donor`s costs.
2.8 Donated medical devices including in vitro diagnostics must be handled in accordance with manufacturers instructions to ensure qualify, safety and performance. Ensure adequate storage and transportation of the medical devices are implemented based on manufacturer’s instructions.
2.9 Adequate ventilation should be in place to control temperature and relative humidity. Where special storage conditions are required (e.g. temperature and humidity) these should be provided, checked, monitored and records maintained.
2.10 Storage areas should be of sufficient capacity to allow orderly storage of products, including segregation of rejected, expired, recalled or returned products.  
2.11 Establish a registry (electronic systems is encouraged) of all donations to facilitate the management and organization of donations and promote transparency and responsibility. Registry can also facilitate traceability in case of complaints or product recall.
2.12 Other Internal quality assurance measures can be conducted as per the internal standard operating procedures. 
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