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Rome was not built in a day,
and PhV....
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How to start?

Don’t panic!

Have a plan

Prioritize

Share knowledge

Get support from management

Cooperate with all stakeholders
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Pharmacovigilance — Safety Evaluation

‘ Safety Database

‘ Case Processing & Medical Evaluation

‘ Periodic Reports

‘ Submission to authorities

‘ Risk management plan
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Pharmacovigilance - Compliance
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* One vs. Many
« High Level vs. Detailed
« Signature

o

* PhV personnel
« Interfaces
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|— Preparation for inspections |
|— QPPV |
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PhV is a Shared Responsibility

©Teva Pharmaceutical Industries Ltd. — Global Patient Safety & Pharmacovigilance — CONFIDENTIAL




Contact Information

= Hedva Voliovitch, M.D., Ph.D., M.B.A.
Hedva.Voliovitch@teva.co.il
Tel: +972-3-926-7121

= Tal Kleinfeld, B.Sc. , M.H.A.
Tal.Kleinfeld@teva.co.il
Tel: +972-3-926-7126
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