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NCE ABUSE LIABILITY ASSESSMENT  
PRE- VS. POST-DRUG APPROVAL 

Pre-Approval 

• To characterize benefit-risk of a product 

• To support drug scheduling  

Post-Approval 

• To update the benefit-risk assessment 

• Label update? 

• Re-scheduling? 



EARLY SIGNAL DETECTION 

Review of harm reduction websites and blogs 

• Reddit.com 

• Bluelight.org 

 







USING SOCIAL LISTENING DATA TO MONITOR MISUSE AND NONMEDICAL USE OF 
BUPROPION: A CONTENT ANALYSIS 

 
Laurie S. Anderson, et al 

JMIR Public Health Surveill. 2017 Jan-Mar; 3(1): e6. 

Desired effect posts by drug Route of administration details by drug 





Qualitative analysis of changes in OxyContin use posted on social media, blogs and forums 

following introduction of abuse deterrent formulation: 

 

• Switch posts 

• Continue using posts 





https://www.inflexxion.com/wp-content/uploads/2017/11/PainWeek-2017-Poster-Online-Study-Depomend-FINAL3-002.pdf 



StreetRx 



STREET RX 
Diversion and Illicit Sale of Extended Release Tapentadol in the United States 

 

Richard C. Dart et al 

Pain Medicine 2016; 17: 1490–1496 



INTERNET SURVEY – GENERAL POPULATION 

https://www.radars.org/system/events/RADARS%20System%202017%20Annual%20Meeting_Dart1.pdf.tmp 

Dart R, RADARS Systems 11th Annual Scientific Meeting, May 2017 



CONCLUSION: 

• Patients reporting AEs on Twitter showed a range of sophistication when describing their 

experience. Despite the public availability of these data, their appropriate role in 

pharmacovigilance has not been established. Additional work is needed to improve data 

acquisition and automation. 

 



CONCLUSION: 

 

Social media listening is an important tool to augment post-marketing safety surveillance. Much 

work remains to determine best practices for using this rapidly evolving data source. 



CONCLUSIONS: 

 

An efficient semi-automated approach to social media monitoring may provide earlier 

insights into certain adverse events. More work is needed to elaborate additional uses for 

social media data in pharmacovigilance and to determine how they can be applied by 

regulatory agencies. 

 



Conclusions 

Outreach via an online patient community, coupled with an easy-to-use app, allowed for rapid 

and detailed ICSRs to be submitted, with gains in efficiency. Two-way communication and public 

posting of narratives led to successful engagement within a Motivation-Incentive-Activation-

Behavior framework, a conceptual model for successful crowdsourcing. Reports submitted by 

patients were considerably more complete than those submitted by physicians in routine 

spontaneous reports. Further research is needed to understand how biases operate differently 

from those of traditional pharmacovigilance. 

 

 



CONCLUSIONS  

• There is a need for new and validated methods for post-marketing abuse potential assessment 

• Current post-marketing environment is highly dynamic and new offering opportunities for post-

marketing assessments including pharmacovigilance 

• Need to work with the Regulatory Agencies to design validated methods to utilize the new data 

sources such as social media for post-marketing assessments 


