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FDA Priorities



FDA PRIORITIES

FDA Center/Office Regulatory Science Research Priority Areas for CERSI Program

“Develop methods and tools to improve and streamline clinical and postmarket
evaluation of FDA-regulated products, including...

...Approaches to leveraging large, complex data to inform regulatory decision-
making, including use of “real world” data sources and mobile technologies”



Post-Marketing
Surveillance



CURRENT INFRASTRUCTUR

e MedWatch
o Reporting done by consumers, caregivers
and health care professionals

e FDA Adverse Event Reporting System (FAERS)
o Public dashboard to store and analyze
safety reports




OTHER P

e FDA Safety Reporting Portal (SRP)

o Tobacco

o Vapes

o Hookah

o Chewing tobacco

SUR

[ ANCE PROGRAVS

e Vaccine Adverse Event Reporting System (VAERS)

o Vaccines only
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The Problem
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CONS OF FAERS

Awareness

Dashboard functionality
Interpretation of information
Patient safety

Delay in accessible information
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The Solution



PrescripChain



A user-friendly app
for adverse event
reporting that
utilizes blockchain
technology to
provide automatic,
bench-to-bedside
tracing of the
entirety of a
pharmaceutical’s
lifespan
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1. Information organized into successive “blocks”
WHAT |
SZ. Each “block” is added to a chain
BLOCKCHAIN? 3. Creates a decentralized public ledger of transactions
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BLOCKCHAIN USAGE

CRYPTOCURRENCY BANKING ENERGY
Bitcoin VISA B2B Shell
SUPPLY CHAIN
De Beers Diamonds
Unilever
SMART CONTRACTING EHR SHIPPING WALMART
DHL Ford

Spotify CDC



WHY BLOCKCHAIN?
Advantages for Peltketing Surveillance

Decentralized technology and
——e  complex hashing incredibly
difficult to hack

Universal ledger resistant to
alterations

IMMUTABLE |

Every transaction visible to users

—e Negligible delay in report updates
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Initial account
registration for
patients, healthcare
providers, and
industry
professionals
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USE CASES

A healthcare provider uses PrescripChain to report excessive
bleeding after administration of Remdisivir to a COVID-19
patient.

. A seizure patient uses PrescripChain to report anaphylaxis
reaction to gabapentin.
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USE CASES

A

w An essential worker uses PrescripChain to report an allergic
r — 1 reaction to the Pfizer BioNTech vaccine.

A FDA official uses PrescripChain to analyze a number of
allergic reactions to a biosimilar drug and trace it to specific

“ lot number and API.
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Medication/Vaccine List

®
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Medication/Vaccine List

Medication/Vaccine List

Medication/Vaccine List
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Q

Medication/Vaccine List
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Medication/Vaccine List

Medication/Vaccine List
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Competing Apps



INTERNATIONAL APPS

V-Safe

HALMED

Sil



COVMPARISON

Med Safety

Yellow Card

PrescripChain

Blockchain
technology

®

®

©

Tracing from
manufacturer to
consumer

Quick and easy
adverse event
reporting

View number of
reports received

® | ® |®

Ol | ®
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®
©
©

OO ©®
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Summary



SUMMARY

USERRIENDLY

REAL-TIME
SURVHIIANCE

TRANSPARENT

BLOCKCHAIN
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