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Key decisions 

1. Should the 
complaints be 
investigated? 

2. Which drugs 
should be 
prioritized for 
investigation? 

3. How many 
complaints should 
be received to 
make decision to 
investigate? 

The signal to noise 
ratio classification 

system to prioritize 
allocation of 

resources 

Devise  
The threshold 

number of 
complaints for each 

drug 

Determine  

The signal to noise ratio 
classification system to 
prioritize allocation of 

resources 

Devise  
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PKPD 
simulations 

Calculation of 
SNoR metrics 

Evaluation of 
the Metrics 

Step 2 

Identifying 
SNoR for 

classification 

Linear Mixed 
Effects 

analysis 

Classification 
cut-off 
analysis  

Step 1 Step 3 

Devising the classification system 

Lowest GRR 

Highest GRR 



11/24/2017 Post Marketing Risk Assessment 4 

The classification system was applied to 68 
drugs from 7 therapeutic areas with a total 

number of 320 studies  
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Decision tree to classify drugs into 
priority bins New 

drug 

Determine RR 

How does the calculated 
RR compare to cut-off 

values 

Less than the 
Medium cut off 

Low 
SNoR bin 

Greater than the Medium but 
less than the higher cut off 

Medium 
SNoR bin 

Greater than the 
high cut-off 

High 
SNoR bin 
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Disclosure 



1. The following may not be the reason for the loss of treatment efficacy 
when patient switch from brand to generic drug treatment.  
a. Bad perception about generic drug effectiveness 
b. Pharmacokinetic interaction with foods commonly taken by the patient 
c. Less drug exposure from generic compared brand drug 

2. One of the suggested approach to address the complaints of loss of 
efficacy is: 
a. Perform laboratory and clinical investigation to compare drug exposure between 

generic and brand drug formulations for all drugs with complaints. 
b. Prioritize the investigations to drugs with good discrimination between active drug 

treatment effect and placebo treatment effect. 
c. Never to investigate those complaints at all since the generic drugs have already 

passed the therapeutic equivalence test compared to brand drugs. 
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Post-activity Questions 


