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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?
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Current Challenges

Only 1 in 10 adverse events are = = | “ i —
captured by FDA's surveillance [~ B — oo
system.

e Public awareness
e Passive
e 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


Engaging the
21st Century Patient

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
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Real life poll… 

ACTUALLY - we think hes going to call a DR.  DR GOOGLE?!???!?!!!!!! (HAHAHAHHA)


Google

loperamide

All Shopping Images Books News More = Search tools

About 491,000 results (0.36 seconds)

Loperamide - Wikipedia, the free encyclopedia

https:/fen wikipedia org/wiki/Loperamide ~ Wikipedia ~

Loperamide, sold under the brand name Imodium among others, is a medication
used to decrease the frequency of diarrhea. It is often used for this purpose in ...

Biological half-life: 9-14 hours Formula: CogHaaCINGO,
Pregnancy category: AU B3, US: C(Risk ... Metabolism: Liver (extensive)

Imodium (Loperamide Hcl) Drug Information: Indications ...
www._ndist. comfimodium-drug/indications-dosage htm ~ Ruxdlist -

IMODIUME (loperamide hydrochloride) is indicated for the control and symptomatic
relief of acute nonspecific diarrhea and of chronic diarrhea associated with
inflammatory bowel disease. IMODIUME (loperamide hcl) is also indicated for
reducing the volume of discharge from ...

loperamide oral : Uses, Side Effects, Interactions, Pictures ...
www.webmd.com/drugs/2/.. /loperamide.. /loperamide.. /details ~ WebMD -
Find patient medical information for loperamide oral on WebMD including its uses,
side effects and safety, interactions, pictures, warnings and user ratings.

Loperamide: Indications, Side Effects, Warnings - Drugs.com
www._drugs.com/cdi/loperamide html ~

Easy to read patient leaflet for loperamide. Includes indications, proper use, special
instructions, precautions, and possible side effects.

Dosage - Side Effects - Loperamide Drug Interactions - Pregnancy Warnings

-
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Loperamide %

Common brands: Imodium, Select, Fad

Antidiarrheal

It can treat diarrhea. It can also decrease
the amount of drainage in patients with
ostomies.

+1 @ A

SIDE EFFECTSINTERACTIONS WARNINGS

Brands: Imodium, Select, and Fad

Availability: Prescription sometimes
needed

Pregnancy: Consult a doctor
Alcohol: Interactions can occur

Drug class: Peripheral opioid receptor
agonist

May treat
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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.




 Intelligent patient targeting

e Streamlined data collection

Novel approaches to increase
MedWatch participation 1
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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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EOL:; F loperamide gives me constipation .

Al Shoppng Images Books s More = Search lools

About 451 000 results (025 seconds)

Loperamide - Wikipedia, the free encyclopedia

hitps ifen wikipedia org/wikiLopearamide - Wikipedia ~

Loperamide, sold under the brand name imodwm among others, is 3 medc ation used
to decrease the requency of dianhea, It is often used for this purpesa in

Biological half-life: 9-14 hours Formula: CagHiysCiNa0-
Pragnancy category” ALl B3 US: C (Risk Metabolism: Lever (extensne)

Loperamide: Indications, Side Effects, Warnings - Drugs.com
www drugs comicdvloperamide nimi -~

you have constipation, stemach blgating; bloody stools; or dark, tamy stocls. . f you
have bloody diarrhea, mucus m your stool. fever; bowel problems (eg. inflammation
Wockage, enlarged colon), or diarhea caused by food poisomng, antibichic use, o
bacterial infection

Desage - Side Effects - Loperamide Drug Interactions — Pregnancy Wamings

loperamide oral : Uses, Side Effects, Interactions, Pictures ...
ww webmd conmvdrugs/2/ . operamide. /loperamide  /details WebMD -
Find patient medical information for loperamide oral on WebMD includeng its uses. side
efecty and safety, interactions, piclures, warmnings and user ralings

Imodium (Loperamide Hel) Drug Information: Indications ...
ww ndist comimodium-drugindic ations-dosage him = Rxlist =

Leam aboul indications, dosage and how it is supplied for the drug Imodwm (
Loperamide Hel)

People also ask

What does loperamide do? W

Is loperamide an opiate? b

Thihat e tha nea Af lnparamide Budrachlardda L

FDA MedWatch

* Report to FDA

Constipation

Commanly reporad amongst loperamids
Usars

Loperamide <
rands: imodium. Ss

welesc], Fad

Antidiarrheal

It can treat diahea. i can also decrease
the amount of drainage in patients with
oslomias

+ @

SIDE NTERACTIONS WA
EFFECTS

Brands: imodium. Select, and Fad

Avallability: Prescrption sometimes
needed

Pregnancy: Consult a doctor
Alcohol: Interactions can ocour
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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
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�Now that we have targeted these patients, we want to efficiently collect data. 


P Svienport +
] L@.! loperamide gives me constipation s .

Al Shapping Images Books News Mare = Search tools

About 431 000 results (0.25 seconds)

Loperamide - Wikipedia, the free encyclopedia
hitps ien wikipedia org/wikiLoperamide = Wikipedia ~ FDA MedWatch
Loperamide. sold under the brand name Imodium among others, i a medication used

to decrease the frequancy of diarrhea It 1s often used for this purposs in o
Biological halflife: 9-14 hours Formula: ngi'fggﬁlﬂgﬂg 1. What drug are you taking?
Pregnancy category: Al B3 US: C (Risk Metabolism: Liver (extansive)

[ Loperamide (Click to change) :|

Loperamide: Indications, Side Effects, Warnings - Drugs.com
wiww drugs comicdlloperamide html -

you have constipation, stomach bloating, bloedy stoals. or dark, tamy stools. ... of you 2. How often are you taking this

have bloody diarrhea; mocus in your stool, fever, bowel problems (eg, inflammation

bockage, enlarged colon), or diarrhea caused by food potsoning, antibiotic use, or medicine?

bacterial infaction

Dosage - Sude Efflects - Loperamide Drug Interactions - Pragnancy Wamings =
loperamide oral : Uses, Side Effects, Interactions, Pictures ... | Less than 1 tablet every 6 hours |
WinwW webmd comidrugsi2/. loperamide. /loperamide. idetalls WebMD - 1 - 2 tablets every 6 hours

Find patient medical infarmation for loperamide oral on WebMD including its uses, side | More than 2 tablets every & hours|
effiects and safety, interactions, pictures, wamings and user ratings. .

Imodium (Loperamide Hcl) Drug Information: Indications ...

www_rdist comimodium-drug/indications-dosage him =  RxList = 4. Tell us what you expenenced
Leamn about mdications, dosage and how it is supplied for the drug Imodium ( i = . S
Loperamide Hel) Constipation (Click to change)

Peaople also ask

What does loperamide do? hd

N
Is loperamide an opiate? b i
What is the use of loperamide hydrochloride? v

Is Imodium over the counter? ~
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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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] L@.! loperamide gives me constipation s .

Al Shapping Images Books News Mare = Search tools

About 431 000 results (0.25 seconds)

Loperamide - Wikipedia, the free encyclopedia
hiips en wikipedia orgiwikiLoperamide - Wikipadia = FDA MedWatch
Loperamide. sold under the brand name Imodium among others, i a medication used

to decrease the frequancy of diarrhea It 1s often used for this purposs in o
Biological halflife: 9-14 hours Formula: CagHyaCiNO;

5. Age
Pregnancy category: Al B3 US: C (Risk Metabolism: Liver (extansive) g

| 36.45 &

Loperamide: Indications, Side Effects, Warnings - Drugs.com
wiww drugs comicdlloperamide html -

you have constipation, stomach bloating, bloedy stoals. or dark, tamy stools. ... of you 6. Sex

have bloody dianthea, mucus in your stool fevar, bowel problems {eg, imflammation

bockage, enlarged colon), or diarrhea caused by food potsoning, antibiotic use, or Q Male
bacterial infaction

Dosage - Sude Efflects - Loperamide Drug Interactions - Pragnancy Wamings (Y Female

loperamide oral : Uses, Side Effects, Interactions, Pictures ...
WiWW Webmd comidrugsi2/  loperamide  /loperamide Jdetalls WebMD - 7. Do you have any medical
Find patient medical infarmation for loperamide oral on WebMD including its uses, side

s s
efiects and safety, interactions, pictures, wamings and user ratings. conditions?

Condition 1
Imodium (Loperamide Hel) Drug Information: Indications ... ‘ —— ‘

Wi ndist comamodium-grughindic ations-aosage ntm = RuList =
Leamn about mdications, dosage and how it is supplied for the drug Imodium ( Condition 2
Loperamide Hcl)

‘ Click here to add . ‘

Peaople also ask

What does loperamide do? hd
Is loperamide an opiate? b

Prev Next
What is the use of loperamide hydrochloride? v

Is Imodium over the counter? ~
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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?

 Survelillance is critical to protect public safety and
wellbeing

e 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

— ldentification 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

o 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

e 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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wmpmuing medication use. Advancing patient care. Login/Register ~ Contact Us

APhA G o APua

Aadvanced Search

LEARN PRACTICE GETINVOLVED SHOP ABOUT NEWS

APhA DRUGINFOLINE Google Searches COUld help FDA ﬁnd drug
JAMA adverse events

JPHARMSCI July 17, 2015 Share This Pape
CEO BLOG FDA is ralrmnglm Google about how the search engine could help rﬁe ag!en cy identify n u m E
Conferonce callon June 8 with Evgenly Gabriovich, a enior Googie racoarcher who
MEDIA RESOURCES cowrote a 2013 paper about using search query data to identify adverse drug reactions
APhA TV FDA is talking to Google about how the search engine could help the agency identify previously unknown adverse
events of medications. Agency officials held a conference call on June 9 with Evgeniy Gabrilovich, a senior
Google researcher who cowrote a 2013 paper about using search query data to identify adverse drug reactions
PHARMACY TODAY Microsoft researchers also say they have been working informally with the agency for several years on detecting
ABOUT drug adverse events. FDA spokesman Chris Kelly called the meeting an introduction and a chance "for the
CURRENT ISSUE agency to begin a discussion on how we might collaborate with Google on identifying adverse event data, using

Google’s technologies and data.” The government's process for tracking adverse events—which involves

il s patients, physicians, and pharmaceutical companies submitting forms that describe possible reactions—has not

PAST ISSUES changed much since the late 1990s. FDA now gets more than a million reporls of adverse drug reactions each
DAILY EDITION year. Although the agency has tried to make the data easier to access, critics say the system probably misses
INFORMATIONAL RESOURCES many adverse events and can be slow to detect safety problems

LETTERS TO THE EDITOR Bloombera (07/15/15) Tozzi John: Bass. Dina
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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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