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Breakout Group Notes 
Group 3. RISK ASSESSMENT AND EVALUATION 
 
 
Session Objectives:  
 

1. Determine critically needed tools to support implementation of pharmacovigilance activities. 
 

2. Provide recommendations for developing, using, and evaluation the  
 
 
Session Questions:  
 
QUESTION 1. WHAT SHOULD BE DONE TO IMPROVE RISK ASSESSMENT AND EVALUATION? 
 
DECISION SUPPORT SYSTEMS. Building on the EMA construct of Validation, Confirmation, Prioritization, 
there is an unmet need for tools to help determine to prioritize what signals, such as an algorithm of 
prioritizations. 
 
Depends on the activity in your country. Passive surveillance is in place. Active surveillance is the needed 
area of focus. The idea is how to move countries up in ranking. What they need is practical assistance.  
 
 
QUESTION 2. WHAT SHOULD BE DONE TO IMPROVE RISK ASSESSMENT AND EVALUATION? 
 

1. ROOT CAUSE ANALYSIS . DECISION TREE/ALGORITHM TYPE of tool to assist in prioritizing and 
selecting evaluation method/tools. How to use data that is already there or easily accessible. .  

 
DISCUSSION: TOOL TO PRIORITIZE SIGNALS (VALIDATION) AND UNDERSTAND WHAT THE 
VARIOUS OPTIONS (TOOLS) TO CONDUCT RISK ASSESSMENT (I.E. WHAT ARE METHODOLOGIES 
TO INVESTIAGE SIGNALS). How to know where the signal is coming from (i.e. medicine error, 
substandard medication, etc.)Although a variety of literature exists, not everyone has access to 
the literature and knows what sort of study to conduct (such as identified through an options 
analysis) based on the type of signal that is being detected.  Options analysis is needed down to 
the level of what are the resources actually needed to implement the different options that you 
have. Essentially, all the inputs that you would need to make a decision and get the study up and 
running.  The EMA’s ChemProtocol (spelling?) is a good example. There is a need for an options 
analysis tool for every type of risk assessment and evaluation study (i.e. case control and record 
linkage). Need for each type of study.  

 
2. RESOURCE REQUIREMENTS to achieve the above.  

 
3. PROTOCOLS 

 

 PREGNANCY REGISTRY 
 

 SENTINEL-SITE BASED ACTIVE SURVEILLANCE (VARIOUS EXIST ALREADY) 



 
DISCUSSION: PROTOCOLS AND OPERATIONAL PLANS FOR ACTIVE SURVEILLANCE that are 
developed and are being used (Namibia and Vietnam) that are potentially useful to other PV 
coordinators or directors or program managers in the PH program sector.  These include the 
entire risk assessment and evaluation plan, including background, specific aims, 
methodology, etc. and are essentially a step-by-step guide/tool and could be used for those 
that have not been doing this and want to begin or intensify doing active surveillance. The   
enormity of the activity can overwhelm countries, but a step-by-step guide breaks it down in 
to manageable pieces and allows countries to know where to start.  
 

Namibia: Consideration for implementation 
India, Karnataka: Under development 
Vietnam: Implemented 

 
PROTOCOL FOR MDR-SURVEILLANCE to complement the WHO “Practical Handbook on the 
PV of antimalarial medicines”  

 
 
 
QUESTION 3. WOULD HUMAN CAPACITY BUILDING AND SKILLS BE ENHANCES THROUGH TOOLS?  
 
Yes 
 
 
QUESTION 4. WHAT TOOLS ARE MOST CRITICAL? 
 
PRACTICAL TOOLS.   

 
ROOT CAUSE ANALYSIS, DECISION TREE / ALGORITHM. Tool To Assist In Prioritizing And 
Selecting Evaluation Method / Tool 
 
RESOURCE REQUIREMENTS to Accomplish The Above  
 
PROTOCOLS 
 

 PREGNANCY REGISTRY 
 
PREGNANCY PV. There is a WHO pilot protocol under development. Essentially what it 
is now is a guideline but not an actual tool. In the meantime, there is a need for this.  

 

 SENTINEL SITE BASED ACTIVE SURVEILLANCE  
 

DISCUSSION  
 

Collaboration with academia necessary and valuable for both parties. Allows learning for 
PV centers as well, how to use the data that they have. PV Centers need to advance in to 
research (mentality shift and practical skills/options analysis).  PV Center has a wealth of 
data. What’s need is to enable PV Centers to improve data analysis and management.  



i.e. data analysis protocol. i.e. there’s a lot of information in patient record systems, for 
example, but people don’t know how to analyze it. It was mentioned that there is a 
spreadsheet for extracting Vigibase data and one country (Ghana) uses the data as 
inputs to their National data collection spreadsheet.  
 
Platform for collaborating with colleagues on certain focus areas. i.e. how to know who 
is working in which area and if there is a gap in knowledge about who to contact once 
the decision is made to implement. i.e. African network within ISoP.  
 

 

 OTHER PROTOCOLS 
 

South Africa: Cohort event monitoring study protocol 
South Africa: Protocol for MDR/TB surveillance; Protocol for  
WHO Cohort event monitoring tool for malaria 

 
 


