
11. Surveillance ProgrammelMeauures lused by manufacturera and by regulaory
authorities)

- Samping and audit procedures,
- Recl monitoring (inoudng effectiveness controis and veulficatlons of

procedures>

- Consumer complaint avatema/procedures
- 'Advers incident reportln systmsprocedures

12. Ouality Management Systemo

- uality monaenasuas systoismpoceure to amsure thei ongoinog
aaitaNklty and effectivenman of polis, procedures, guldelines and systemme tud
10 oNeve the objectivas of the conformîty asesment programme, lncludlng
eatablishmery of standaerds and annel audit aid revsew.

B. nte-~oparsnExeroime

- Audit of Systèe and Procedures
- Conduet of PareRai Evaluations <double blind)
- Crituria for Clinioal Trial Data
- Exohange/evaluaton 0f mrits
- Monitoring of alert systems icluding handing 0f roualis.

>- joint audit cW manufacturera Io determins equivalenoy of audit methoC.
- Excha 0f evaluatorslaudtr or orgaizotion of joint workshops loptionafl.
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