
M-PROVE  
Maximizing Patient Reported Outcomes and Vigilance Efforts 

Utilizing the modern patient to increase participation and signal detection in pharmacovigilance 

Justin Penzenstadler 
Peter Nguyen 

David Tran 
Yoon Hong 

Jillian Aquino 

Presenter
Presentation Notes
n



Presenter
Presentation Notes
I want to tell you a story. This is Jim.  Jim took too many loperamides and is now constipated. We want to hear his story. How can we maximize the probability of hearing his story and for the FDA to learn about his side-effect?



Current Challenges 

Only 1 in 10 adverse events are 
captured by FDA’s surveillance 

system. 
 
• Public awareness 
• Passive  
• Time and effort 
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The likelihood of hearing Jim is actually low. Of course, we have sources such as MedWatch where we can capture his story. However, currently, even with MedWatch, only 1 in 10 adverse events are captured by FDA’s surveillance system.There are many reasons for this such that not a lot of people know about it or know how to access it! And it’s been existing in the 1990s! It is also passive where a patient has to take their own time and effort to fill out this form. 

M-PROVE set out to increase our chances of hearing from Jim



Goals of M-PROVE  :  
- To help 21st century patients become proactive leaders of their 

own health and safety, and to provide drug safety information 
in a learner-friendly manner. 

- To encourage public’s active participation in FDA’s 
pharmacovigilance efforts by making reporting tools readily 
accessible and easier to use 
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PETER: Solution: The 21st Century Patient

MedWatch was established in the 1990s.  what are we going to do to actively engage the 21st century patient





What is the first thing Jim does 
after having an adverse reaction? 

Call the doctor? 
Talk to his 
pharmacist? Talk to a friend? 
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Real life poll… 

ACTUALLY - we think hes going to call a DR.  DR GOOGLE?!???!?!!!!!! (HAHAHAHHA)
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,PETER END
Whats the first thing people who experience a side effect do? [Could propose several options here - call PCP office, phone a friend, talk to pharmacist]. My bet is that they first ask Dr. Google.  

Shown above is the current landing page for such a query.





Novel approaches to increase 
MedWatch participation 1 

 
• Intelligent patient targeting  

 
• Streamlined data collection 
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JUSTIN:

M-PROVE seeks to capitalize on this habit.  We want to increase MedWatch participation using Active targeting and by streamlining data collect
�The first approach is to use tech to ACTIVELY and INTELLIGENTLY target potential informants
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Here we show a modified Landing page - this simple “add-on” will be included only for queries which meets certain “intelligent” criteria. 
�These criteria are relatively easy to define.  Notice how this addition encourages these patients to “report to FDA”

Keep in mind that the modifications to M-PROVE (1) do not affect existing functionality (2) are easy to implement  (3) target only patients actively thinking about their ADR




Novel approaches to increase 
MedWatch participation 2 

 
• Intelligent patient targeting  
 
• Streamlined data collection 
 
 

Presenter
Presentation Notes
�Now that we have targeted these patients, we want to efficiently collect data. 
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 Here you see a couple of simple methods to reduce effort.  First, the form appears on the same screen as the google search. Secondly, the “drug” and the “side effect” are automatically entered into the form, but have an option for the patient to specify. Thirdly, the dose and frequency are binned into clinically relevant parameters, and automatically populated via smart logic.  These values can be selected from a drop down menu rather than manually entered.  These are just a few examples of smart-implementation, the possibilities are nearly endless.
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We will utilize different windows to collect more info - such as demographics, concurrent medications, disease, and comments.  



Participation is inversely proportional to effort 
 
MedWatch: lengthy, intimidating 
M-PROVE : simpler, leaner, SMARTER 
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<JUSTIN>
Use of drop down menus, auto completes, check boxes and LOGIC rather than pure data entry
Implementable - retool existing technology rather than reinvent the wheel - these problems have been solved elsewhere. (survey effort and targeting)



SO WHAT? 
• Surveillance is critical to protect public safety and 

wellbeing 
 
• Addresses one of ORSI’s objectives:  “Harness 

Diverse Data through Information Sciences to 
Improve Health Outcomes” 
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tl;dr: POST MARKETING IS IMPORTANT
THE FDA CARES ABOUT THIS (IT IS 2 CRITERIA)
Adverse event reports made by consumers and health professionals play a significant role in keeping safe products in the market. These reports may “prompt a modification in use or design of the product, improves its safety profile and leads to increased patient safety.”



Value Added by M-PROVE 
• Readily accessible to both consumers and healthcare 

professionals 
• Relatively quick and easy for reporters 
• Increased MedWatch participation 

– Faster detection of adverse events 
– Identification of rarer events 
– Better detection of vulnerable subgroups 
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When a patient reports an ADR to their doctor or pharmacists, their healthcare provider can quickly submit this information at their computer



Feasibility 
• Simple addition to an already well implemented google “side 

bar” 
• Data inputs would just need to be automatically inputted into a 

MedWatch form 
 
Limitations? 
• Richness/Comprehensiveness of data collected 
• Quality of data 
• Requires FDA/Search engine collaboration and agreement  
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1&2) The minimum requirement to submit a MedWatch is a) what was the adverse reaction and b) what was the likely drug that caused this ADR and c) reporter name?
We are simply trying to increase data collection, the data inputted would have the same quality

“ALL DATA IS GOOD DATA” - and we won’t be competing with the current system, that can stay in place

3) next slide
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-During our research, we learned that last summer the FDA was in talks with Google to discuss how the search engine could potentially help the agency identify previously unknown adverse events of medications
-Some of the talks were centered around a 2013 paper co-written by a senior Google researcher concerning the possibility of using search query data to identify adverse drug reactions
-If introductory talks were relatively successful, this sets the foundations for collaboration



Conclusion: 

M-PROVE  
Maximizing Patient Reported Outcomes and Vigilance Efforts 
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In conclusion, we are hoping to maximize patie
Active
Simple
Impactful
Passive to active 



QUESTIONS? 
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