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Questions and answers 

Supply Division 

Product clarifications beyond the TPP 
Since the launch of the TPP, UNICEF has had many discussions with different manufacturers, academia 
and developers of ARIDA devices. Below lists any clarifications and queries that have been had. 

 

1 

Product registration may be required for specific countries. It is the responsibility of the supplier 
to obtain the respective registration. 

2 

Where power source, usage and recharging queries have been discussed, developers have 
been referred to the TPP. 

3 

For ARIDA devices that require batteries as a power source, recharging/replacement should not 
be required for a period of a minimum of 2 years. 

4 

For ARIDA devices that require charging, e.g. devices designed for clinics, precise and suitable 
guidelines should be considered for how to recharge the device. It is important to be aware that 
many facilities are in rural areas, and thus the quality of the power might be low. 

5 

It can be envisaged quite a number of situations where ARIDA devices would be used in 
extreme climatic conditions, e.g. below 10 degrees C, and taking on terrain where the 
temperature reaches over 40 degrees C. 

6 

The reading of respiratory rate from the ARIDA device should be clear and easy to understand. 

7 

The device should ideally include a visual indicator, such as an LCD read out together with a 
notification of ‘above or below threshold’. 
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8 

The ARIDA device could be multiuse as well as single use and/or use consumables. However, 
costs must be carefully considered; both the cost per diagnostic as well as the total cost of 
ownership of the device. 

9 

If the ARIDA device is to be reused, hygiene must be carefully considered earlier on. 

10 

There is no “Gold Standard” for which ARIDA devices will be compared against. It can be 
argued that the best comparison is whatever the current practice is in the country of use, for 
example, a community health worker manually counting breaths using a timing aid such as an 
ARI timer. 

11 

The ARIDA device and manufacture must comply with UNICEF Quality policies; please see 
information here: http://www.unicef.org/supply/index_70013.html. 

12 

The ARIDA device must have medical device stringent regulatory approval from recognised 
body, e.g. CE, FDA, Australian, Canadian or equivalent. It is the responsibility of the supplier to 
obtain the necessary medical device approvals. 

13 

The classification under the respective CE, FDA or equivalent is left open to the supplier and its 
notified body to decide and justify. Regarding CE mark, UNICEF’s initial thought was that the 
ARIDA device would be classified by most suppliers as a Class Im under the CE MDD. Although 
UNICEF concur in case the suppliers would opt for Class IIa. 

14 

Options for recovering/transmitting data to and from the ARIDA device are not necessary. 

15 
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ARIDA devices which perform other diagnostics or measure other parameters, such as oxygen 
saturation, temperature etc., will be considered for procurement, although there is no 
requirement for these functions. 

16 

In case the ARIDA device performs more diagnostic measures, suppliers can stipulate in the 
coming tender which features can be removed/switched off, thus providing a ‘bare bone’ ARIDA 
device, in case this can reduce costs. 

17 

The ARIDA device does not require WHO prequalification. 

18 

Suppliers are encouraged where possible to use sustainable, environmentally-friendly materials. 
However, it is the responsibility of the supplier to decide on the cost-effectiveness vs impact of 
such materials. For information on sustainability, environment and climate change please visit: 
http://www.unicef.org/environment/. 

19 

Mobile phone ‘app’ based devices will be considered for procurement. It is important to note that 
the whole system (i.e. phone, app and any attachments) must meet the requirement of the TPP 
and procurement specification, i.e. it must be clinically trialed and have obtained a stringent 
medical device regulatory approved. 
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