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Dear Ms Judd


SMART-CHECK HIV 1/HIV 2 RAPID DIAGNOSTIC DEVICE

I refer to your fax dated 1 August 2000 requesting the marketing and selling of Smart-Check HIV 1/HIV 2 (whole blood) rapid Diagnostics Device in the Republic of South Africa.


Although the Medicines and Related Substances Control Amendments Act, 1991 (Act No. 94 of


1991) provides for the registration and control of medical devices, including In vitro diagnostics,


regulations for this purpose have yet been promulgated. 

1. Rapid Diagnostics Devices are not in conflict with any law in South Africa.

2. The present MCC is aware of the US FDA regulations applicable to US companies

Wishing to export such devices to South Africa.

3. The MCC is not in a position to control the importation and marketing of such devices in      South Africa. Permission is granted to market and sell your device in South Africa.

You are further informed that in the future, when the regulations and the infrastructure are in place, the MCC will be requesting data such as data in support of efficacy of the devices,

Information on storage conditions and any information of certification of these by other regulatory authorities. The MCC will also require copies of Free Sale Certificates from the country of origin.

Yours faithfully
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