Draft PV training structure for PV workshop in Georgia (August 2018)
Workshop 1: Sensitization and Advocacy of Pharmacovigilance
[bookmark: _GoBack]Target group: High level /Ministry of Health in Georgia/ NRA/ Hospital heads or drug committee heads for example (??)
Objective: to increase awareness on PV in Georgia
Duration: One day/ 21st August 2018
Workshop content
Module 1:  What is and Why do we need Pharmacovigilance
· Subject and Scope
· Context definition and purpose of PV
· Adverse drug reaction at the centre of PV
· Wide scope of PV
· History of PV: important ADRs and methodological and organizational developments
· The origin of modern PV
· Major disasters and impact on PV
Module 2: PV organisation and Public Health
· Statistics of drug-related harm to patients’ treatment, health and life
· Statistics of financial and other resources needed due to drug-related harm
· Public health programmes with PV aspect and PV projects
· Global health initiative, and roles and responsibilities of  PV stakeholders
Module 3: 	Individual case safety reports ‘ICSRs’ and Spontaneous ICSR reporting systems
· Concerns about ADRs: medical, psychological, and regulatory background and reasons for reporting
· Definition, settings, potential and limitations
Module 4: Regulatory Authorities, Mandatory procedures from Legislation
· Minimum requirement for PV: Structures, processes and impact
· Facilities at regulatory authorities
· Mandatory tasks and procedures from legislation at regulatory authorities



Workshop 2: Capacity building for health-care professionals and National PV centre
Target group: Health-care professionals (1.5 days) and National PV Centre (3 days)
Duration: 3 days (22 to 24th August 2018)
Structure:
	
	Attendance

	Module 1: Basic pharmacovigilance and adverse reactions
	Health-care professionals and National PV Centre

	Module 2: Reporting an ADR
	Parallel streams  (separate sessions for healthcare professionals and National PV Centre)

	Module 3: Causality assessment 
	Health-care professionals and National PV Centre

	Module 4: Signal detection
	National PV Centre

	Module 5: Establishing a PV centre
	National PV Centre

	Module 6: PV data management
	National PV Centre

	Module 7: Advocacy & communication
	National PV Centre

	Module 8: Implementing PV in Georgia
	National PV Centre


 

Workshop content
Module 1: Basic pharmacovigilance and adverse reactions (health-care professionals and National PV centre)
· The need for PV, scope and history 
· ADRs as a public health issue and their impact (costs, quality of life)
· Definition of key concepts in PV and classification of ADRs
· Types and mechanisms of ADRs
· ADR risk factors
· Clinical management of ADRs (diagnosis and treatment)
· PV in public health programmes: importance, principles, examples
· PV reference sources


Module 2: Reporting an ADR (health care professionals only)
•	Spontaneous reporting system
•	The key elements of an ADR report 
•	Situation in Georgia: 
o	Who should report?
o	What should be reported?
o	How should it be reported?
o	How to promote reporting?

Module 2: Reporting an ADR (National PV Centre)
•	Individual case safety reports, tools and techniques used in pharmacovigilance
•	Designing a reporting form
•	Contents, structure and validity of reports and reporting procedures
•	Drafting a reporting form (working groups)
•	Causality assessments ( basic principles, working groups)

Module 3: Causality assessment (Health-care professionals and National PV Centre)
· Principles of case causality assessment (working groups, presentations and discussions)
· Case studies: (working groups, presentations and discussions
· Practical exercises on causality assessment  (hands on)

Module 4: Signal detection (National PV centre)
· Signal detection and management: principles

Module 5: Establishing a PV centre (National PV centre)
· Core components of a functional PV system
· WHO Programme for International Drug Monitoring (PIDM), and WHO Collaborating Centres 
· Joining the WHO PIDM: steps, benefits
· Annual National Centres meetings, network and training sessions available via WHO CCs.
Module 6: PV data management (National PV centre)
· Collating reports and PV data
· Terminologies and coding: ATC/DDD, WHO-ART, MedDRA
· Data management systems 
· National databases and VigiFlow (workshop)
· WHO global database
· Searching the global database and  Vigilyze (work shop)
Module 7: Advocacy & communication 
· PV awareness, sensitization and building a reporting culture
· Stakeholders in PV
· Communicating risks
· Crisis management
Module 8:  Implementing PV in Georgia
· Developing a PV plan (workshop)
· Monitoring progress (indicator-based assessment)
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