
ATTACHMENT MV

COMPONENTS 0F A 7TW0-WA" ALERT PROGRAMME

1 . Documentation

- Definition of a criasleimergency end undor whet clrcmansianen oni s

- Standard Operatin PrOcedre (SOPsI,
- Mechaniumn of health bazads evalution andi classifloation
- Language 0f communication andi tranamlsuion of iniformation

2. Criais Management Sytm

- Criais enalysis ani commcaio meachanlam
- Acotas to mufacurer'a euhrnaaion, adverse icident reports andi Conformîty

Acasesment Body reporta
- Eatgbllsmn of contact poInt

-Reporticg mechandni

3. Enforoomaint Procodus

- FoIisw. acinlm
- Corrective action procedueas

4. Qauuty Assaurence SyMtm

-Vigilance programme
- Survellnoestnontoelg of Ihnpbeng.ticn of corrective acion
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