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DESIGN THINKING OF DRUG INTERACTION
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EMPATHIZE DEFINE IDEATE PROTOTYPE TEST
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ADR Reporting: Spantanous Case Reports
vs. Record Linkage Studies

Nature @_g
Q Sponateous Case Active, o000
Reports (SCRs) ? ADR Data Sources Datab(a;fsf)»tudles
Passive, Unolisted Active, Database-Driven,
Reportn HCPs/Patients Links Health Records 9
Sl

|

Advantages Advantages
2@ « Early Signal Detection Often SCRs generat‘e\_ Population-Based Rates

+ Cheap, Global Scope hypotisies that 4 Popula.tion-.Based Rates
« Real-World Use RLS can test. * Quantify Risk (IR/RR)

Study Rare ADRs

Cimtsion

« Under-eporting Bias Data Availabite/Quality
* Lack of Denorrmotor Complex
+ Causality Challenging Confouding Factors

ULTIMATE GOAL: Comprehensive Drug Safety & Risk Assessment
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INTRODUCTION RSSO O

SPONTANOOUS CASE RECORD LINKAGE
CASE REPORTS STUDIES

INFORM HYPOTHSIES

VALIDATE & QUANTITY
e |
G

INDIVIDUAL OBSERVATIONS POPULATION-LEVEL DATA
UNSOLITED SUBBSISIONS : DATABASE INTEGRATION

RARE OCCURENCES . w ¢ PATTERN IDENTIFATION
N

RISK ASSESSMENT

DRUG SAFETY & PUBLIC HEALTH
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Benefits of Integration >

Analytic Pipelines (Review Findings) >
Combining EHR with Other Data Sources <
Statistical Methods >

Integrating EHR Data for Postmarket Drug Safety Signal Identification < Important Considerations >

11/8/2025

Definition: Monitoring safety after drug/device release (Pharmacovigilance)

Postmarketing Surveillance (PMS) < Methods Used by PMS >

National Implementations >
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REPORTS AND LINKAGE

Problem 1

After adrugis
approved, some
ADRs remain
undetected during
clinical trials.

Problem 2

Need reliable
systems to collect,
monitor, and
analyze post-
marketing safety
data

(

)

Need

Development of effective pharmaco-
vigilance methods such as:

» Spontaneous Case Reporting System
e Record Linkage Studies

PHARMACY PRACTICE | SPONTANEOUS CASE REPORTS | MS.V.A.SARANYA | AP | SNSCPHS

TUTIONS
WWW.SNSEroups.com




SCR AND RLS wsnSgroUps.com

PHARMACOVIGLANCE: ADVERSE DRUG EVENT DETECTION

= N s N
SPONTATHOUS CASE REPORTS RECORD LINKAGE STUDIES
v . v "
INDIVIDUAL REPORTS LARGE HEALTHCARE DATABASES
(Patients, Clinicians) (EHRs, Claims, Registries)
AGGREGATION INTO DATABASES ( DETREMNTIC/PROBIALTIC LINKAGE )
(e.gl. WHO VigiBase) (Patient Matching)
J E— J
[ SIGNAL DETECTION ) EPIODEMMEGICAL ANALYSIS
\__| (Pattern Recoronitality Analysis) | _J (| (Chort, Case-Control Studies) | )

Ny e Z

HYPOTHESIS GENERATION
& VALIDATION

y

REGULATORY ACTIONS & PUBLIC
HEALTH INTERVENTIONS
(e., Label Changes, Recalls)

Y

CONTINUOUS MONITORING & RESEARCH

-

l
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Cuaniriative Validatigg,
thi B

COMPLEMENTARY
PHARMACOVIGLLANCE
TOOLS

DETECTING, CONFRIMM, & QUANTIVWING DRUG SAFETY RISKS
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DETECTNG ADVERSE EFFECTS
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METHODS OF REPORTING

B Quanttative Data,
Drug-Event Associations.

# *waﬂm&.mm S

11/8/2025 PHARMACY PRACTICE | SPONTANEOUS CASE REPORTS | MS.V.A.SARANYA | AP | SNSCPHS



TUTIONS

& IDEATE STAGE METHODS whiw.snsgroups.com

PHARMACOVIGILANCE: IDEATE STAGE METHODS
VS

SPONTATAEOUS RECORD LINKAGE
CASE REPORTS STUDIES

WHO-VigiBase / PvPI
Databases

. e S : R Presciptions

Hespital
Data

Healthcare Professionals/Patients

d

-~ -  WVoluntary Submsision
[ Drug-Event Associations

Early Detection of o~ i}
Rare ADRs =alE
0 Quantitative Data
x Limited by Underroporting Costly & Technically Complex
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PROTOTYPE FRAMEWORK

PROTOTYPE STAGE

SPONTATEOUS RECORD LINrIA
*CASE REPORTS & QUANTRITING RISKS

CONTINUOUS DRUG SA Y MONITORING

PHARMACOVIGLANCE
FRAMEWORK
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TOYPE SYSTEM ARCHITECT

SPONTATEOUS CASE R” GE & ANALYSIS

PAT:

tespital Database

DATA INTAKE &
HARMONIZATION
MODULE
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SPONTANEOUS RECORD LINKAGE
CASE REPORTS STUDIES
el
( )

& o A
PvPI T

e Voluntary submission . .

of suspected ADRs e Linkage of electronic

: health records
e Simple and useful for early : e
detection of rare or serious e Provide quantitative data
ADRs on drug-event associations

o Limited by underreporting e Costly and technically complex
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1. The main purpose of spontaneous case reporting systems is:
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A. Sponatanouss Caportes Advantages

& Are active, database-driven Are passive, unlisted
studies that quantifcare &) reports from ide or large
prorsity risk in large populations patients Q

B. Record Linkage Studies . Record Linkage Studies
Are passive, unlisted Q Are excellent for detecting early,
from healthcare professionals or sar gnals but suffer from

or patients under-reporting bias @\

Q Choose the correct option
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2. Spontaneous reporting systems primarily depend on:
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A. Under-reporting Bias B. Lack Denomoitor Data Iﬂ
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Many ADRs, especially mild Unable to calculate incidence rates
ones, ar never reported to as the toatal number of exposed
authorities patients is unknown

. . . 9 . . 2
c Difficulty in Causality ‘2; D. High Cost.& Time 9@
Assessment : AsConsuning X
Challenging to definitiely link to drug Typically much cheaper and
drug to reaction without to faster to collect than conducting
controlled comparison group database studies

+/ Choose the correct option
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3. Which of the following is a major limitation of spontaneous
case reporting?
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A. Quantify Risk & Incidence

Fal

CLASS ASSESSMENTS

Calculate population-based
inciience rates and relative
risk (IR/RR) in large

large coorts

C. Real-World Data

Reflects drug use patterns
and outcomes in diverse, in
general, general patient
populations

B. Study Rare ADRs

»

®

Feasible to investigate very
rare acverse raictions in large,
pre-exiesting datseats

D. Provide Detailed Causality

Jo

Excellent for establishing
definitive cause-and-effect-
relationships due detailed
clinical narratives.

(@) Choose the correct option

.
@
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