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Disclosure

ÅNothing to disclose

ÅThis presentation reflects the views of the author only 
ŀƴŘ ǎƘƻǳƭŘ ƴƻǘ ōŜ ŎƻƴǎǘǊǳŜŘ ǘƻ ǊŜǇǊŜǎŜƴǘ C5!Ωǎ ƻŦŦƛŎƛŀƭ 
views or policies
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FDA Sentinel System

ÅNational medical product monitoring system

Å17 data partners with 178 million members with pharmacy and 
medical coverage

ÅDistributed system where data partners retain physical control 
of data to protect privacy and security 

https://www.sentinelinitiative.org/

https://www.sentinelinitiative.org/
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https://www.sentinelinitiative.org/data-partners
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ά{ƛƴŎŜ ƻǳǊ ƭŀǳƴŎƘ ƛƴ нллуΣ ǿŜΩǾŜ ōŜŜƴ ŎƻƳƳƛǘǘŜŘ ώǘƻ 
ōǳƛƭŘƛƴƎ ǘƘŜ {ŜƴǘƛƴŜƭ LƴƛǘƛŀǘƛǾŜϐΦ ²ŜΩǾŜ ƘŀŘ ŀ ǎǳŎŎŜǎǎŦǳƭ 
Mini-Sentinel pilot and we have now transitioned ςI 
can declare ςMini-Sentinel to a fully functioning 
Sentinel System, which was the vision and body that 
/ƻƴƎǊŜǎǎ ŘƛǊŜŎǘŜŘ ǳǎ ǘƻ ŘƻΦέ

https:// healthpolicy.duke.edu/sentinel 

Janet Woodcock, MD
Director, Center for Drug Evaluation & Research
8th Annual Sentinel Initiative Public Workshop

February 3, 2016
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Four L2 Analyses in this Symposium

Propensity 
Score Matching 

L2 tool

Venous thromboembolism after oral 
contraceptives
By David Moeny

Stroke after antipsychotics medications
By Lockwood Taylor

Self-controlled 
L2 tool

Seizures after ranolazine
By Efe Eworuke

Seizures after gadolinium based contrast agents
By Steve Bird
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Requirement to Consider 
Sufficiency of ARIA before PMR

ά¢ƘŜ {ŜŎǊŜǘŀǊȅ Ƴŀȅ ƴƻǘ ǊŜǉǳƛǊŜ ǘƘŜ ǊŜǎǇƻƴǎƛōƭŜ ǇŜǊǎƻƴ ǘƻ 
conduct a study under this paragraph, unless the Secretary 
makes a determination that the reports under subsection 
(k)(1) and the active postmarket risk identification and 
analysis systemas available under subsection (k)(3) will not 
besufficient to meet the purposes set forth in 
ǎǳōǇŀǊŀƎǊŀǇƘ ό.ύΦέ

https://www.gpo.gov/fdsys/pkg/PLAW-110publ85/pdf/PLAW-110publ85.pdf

Section 905
Mandates creation of ARIA

Section 901
New FDAAA PMR authority

Linked

FDAAA = FDA Amendments Act 2007
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Defining ARIA Sufficiency

ÅAdequate data
ïDrug of interest and comparator

ïHealth outcome of interest

ïConfounders and covariates

ÅAppropriate methods

ÅTo answer the question of interest
ïassess a known serious risk related to the use of the drug

ïassess signals of serious risk related to the use of the drug

ïidentify an unexpected serious risk when available data 
indicate the potential for a serious risk

ÅTo lead to a satisfactory level of precision
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Defining ARIA

Analytic 
Tools*

Common 
Data 
aƻŘŜƭϞ

ARIA

!wL! ƛǎ ŀ ǎǳōǎŜǘ ƻŦ {ŜƴǘƛƴŜƭΩǎ Ŧǳƭƭ ŎŀǇŀōƛƭƛǘƛŜǎ

* Pre-defined, parameterized, and re-usable tools that enable safety 
surveillance in Sentinel (in contrast to protocol based assessments with fully 
customized programming)

Ϟ 9ƭŜŎǘǊƻƴƛŎ ŎƭŀƛƳǎ ŘŀǘŀΣ ǿƛǘƘƻǳǘ Ƴŀƴǳŀƭ ƳŜŘƛŎŀƭ ǊŜŎƻǊŘ ǊŜǾƛŜǿ
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ARIA Must Be Considered Before a 
PMR Can be Issued

Serious Safety 
Concern

ARIA 
Sufficient?

ARIA Analysis

Postmarket Required 
Study (PMR)

No

Yes

Related Study

Observational 
Study

Å ARIA is now integrated into the overall framework for drug safety in CDER 
Å ARIA sufficiency is assessed whenever further characterization of a safety 

issue is needed (i.e., for tracked safety issues)
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Reaching the Goal with the Right Tools

Summary Table (ST)
Simple counts

Level 1 (L1)
Complex descriptive analyses

Level 2 (L2)
Inferential analyses

More to come in next talk by Judy Maro
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ARIA Analyses by Quarter, FDA-wide

By date of distribution to data partners
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Where to Find Results

https://www.sentinelinitiative.org/drugs/assessments
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Where to Find Ongoing Analyses

https://www.sentinelinitiative.org/drugs/ongoing-aria-assessments
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Where to Find Ongoing Analyses

https://www.sentinelinitiative.org/drugs/ongoing-aria-assessments
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https:// www.sentinelinitiative.org/sentinel/reagan-udall-foundation-and-imeds

Making Sentinel Available to Others

https://www.sentinelinitiative.org/sentinel/reagan-udall-foundation-and-imeds
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http:// reaganudall.org/innovation-medical-evidence-development-and-surveillance

IMEDS and Sentinel

http://reaganudall.org/innovation-medical-evidence-development-and-surveillance


19

Query Development Process
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Query Development Process


