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Sentinal Sites >

Passive Reporting Systems >
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Active Monitoring Programs >
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Regulatory Bodies &
Health Agencies

* Speed of Data
* Data Complettiees
* Resource Constraints

MINDMAP

Healthcare Providers /
Sentinal Sites

*» Ease of Reporting
* Minimal Workflow
Workflow Disruption

| . ACTIVE )
~— o *0%) SURVIEILLENCE o
SYSTEM
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Patients

* Privacy & Data Security
* Awareness of Risks
» Ethical Considerations
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Current System Challenges
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Unrported Events Data Silos Timilelness Lag Resource Strain
|
|
* Underreporting in * Lack of Standziration | X . * Slow Signal Detection * Manual Data Entry
Passive Survellance | ‘ Delayed
* Missed ADRs » Poor Data Linkage ‘ Regulatory Action * Reporting Fatigue
ACTIVE \
() SURVIEILLENCE ,
’ SYSTEM
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* Spontateous Reporting * Targeted Data Collection
« Significant Underreprting of ADRs -+ Betted Data
Missed ADRS -« Better for Signal Detection
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Define Phase
The Usabiity (Sentinl Sites/D.E.M)

{
T
Current Manual Process

* Resource-Intensive Data Collectio
« Significant Underrpptry * Slow
* Redudnant Data Entry « Error-Prone

* High Reporting Fatigue « Unsutannable
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Define Phase
The Lag Time Problem

[
Event & Discovery
55
* Drug Safety Event Occurs * Official Signal Detection

* Passive Reporting Begins
* Regulatory Review

* Data Collection Delay * Public Health Action
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Ideate Phase

.Standardizzed Data o Incentive Models

« Financial rewards for
quality data

* Non-financial recognition /
gamification

* Developing minimum
data sets

* Ensuring consistency

How might we empower sentinel sites &
improve data quality?

ACLIVe
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Ideate Phase
Drug Event Monitoring (D.EM) Automation

Automated Extraction Smart Alerts

=)
Q

» Using Natural Language
Processing (NLP  Clinical system notifications
 Extracting data from EHRs » Prompting focused data collection

How might we automate D.E.M
& enhance signal detection?
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Ideate Phase
Registry Enhahement

Unified Data Model

=

* Creating a common data
standard

* Enabling national/international
registeries

Record Linkage

A

» Securely connecting
databases

e Linking registries with patient
outcomes

How might we unify data & improve
enhrove comprehasive analysis?
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The Model 4 Key Activities

* One-Month Pilot Study » System Implementation

* Five Primary Care Clinics * User Training

* New Electronic Reporting Tool * Data Collection & Feedback

How might we test & refine the
new reporting process?
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Registries 4

* Doctors * Researchers

* Nurses * Biotastisistins ﬁ
* Pharmacists « Data Curators

* Reporting * Long-term Tracking

D Active Surveillance System
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REVALIDATION WILL REQUIRE
EXTRA MONITORING

PHARMACOVIGILANCE | ACTIVESURVEILLANCE|MS.V.A.SARANYA|AP|SNSCPHS
08-01-2026




-

=

D

TrITIonS

WWW.sNsgroups.com

=+ When there's "too much data, too little clarity"...

What objective should we focus on?

( A) & Enhance Clarity J ( B)  Ensure Timeliness )

‘® Safety alerts are moving slower than a snail!

Which challenge does this represent?

( A) 1,1 Information Overload ] ( B) &3 Delayed Dissemination J
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DEFINITION

Systematic, proactive data d—
vil collection for drug safety. "—'
7

CHALLENGES

Evstval tic Multast; Small-scale \‘q
Evolved Specichist, tonicty for k

drug saateh

KEY COMPONENTS
ACTIVE sl
SURVEILLANCE -Sentoalises
- Registries
Sota SOURbES PRIMARY GOALS
- EHRs Insurrrance Claims . .
- Patient Surv_eys T_ime Lag ‘ e ' gia;ll(y()sl:g:g:ig::izzt'on
- Pharmacy Dispening Stenting h‘@' e

emergency

PURPOSE: Faster, More Reliable Drug Safety Insights
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Which of the following best describes sentinel surveillance in the context of active drug safety monitoring?

Passive collection of adverse drug reactions from all healthcare facilities

o » =

Targeted data collection from selected healthcare sites to monitor specific drug events

c. Gathering data from patient self-reports without clinical validation

d. Random sampling of drug prescriptions across a country
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CLASS ASSESSMENTS

TRIALS TRIALS TRIALS

m 000
& O
S OF $0000

LU 1S
WWW.SNSEroups.com

LAB & ANIMAL SMALL GROUP EFFICACY & LARGE POPULATION
STUDIES SAFETY SIDE EFFECTS CONFIRMATION
)
A. Passive collection B. Targeted data collection C. Gathering data D. Random sampling
of adverse drug from selected from patient self- of drug prescritiors
reactions from all healthcare sites to monite self-reports without prescriptions
healthcare facilities. specific drug events. clinical validation. across a country.
|
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What is the primary purpose of drug event monitoring in active surveillance systems?
a. To conduct clinical trials for new drugs

b. B. To systematically detect and evaluate adverse drug reactions during routine use

c. C. Toregister all patients prescribed with a particular drug for marketing purposes

d. D. To monitor only over-the-counter medication usage

?

<y
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What is t primary purpose of drug event
montrionitoring in active survellance
systems?
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3. In the context of active surveillance, what role do patient registries primarily serve?

a. To provide anonymized data for general healthcare research

b. To continuously collect detailed information on patients exposed to specific drugs or conditions
c. To track sales data of pharmaceutical products

d. To monitor hospital admissions unrelated to medications
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In the the context of active survellance, what role do
patient registries primarly serve?

A,@\ BE] D |=

To provide To continuouls collect To monitor hospital

anorymized data for detaiied information admissions

for general healthcare  orpatients exposed unelated to

research specific drugs or medcations
conditions

PHARMACOVIGILANCE | ACTIVESURVEILLANCE|MS.V.A.SARANYA | AP |SNSCPHS

08-01-2026




> LF

LU 1S
WWW.SNSEroups.com

REFERENCES

1. Merchant S.H. and Dr. J.5.Quadry. A textbook of hospital pharmacy, 4th ed. Ahmadabad: B.S. Shah
Prakakshan; 2001.

2. Parthasarathi G, Karin Nyfort-Hansen, Milap C Nahata. A textbook of Clinical Pharmacy Practice-
essential concepts and skills, 1st ed. Chennai: Orient Longman Private Limited; 2004.

3. William E. Hassan. Hospital pharmacy, 5th ed. Philadelphia: Lea & Febiger; 1986.

4. Tipnis Bajaj. Hospital Pharmacy, 1st ed. Maharashtra: Career Publications; 2008.

5. Scott LT. Basic skills in interpreting laboratory data, 4th. American Society of Health System

Pharmacists Inc; 2009.

PHARMACOVIGILANCE | ACTIVESURVEILLANCE|MS.V.A.SARANYA|AP|SNSCPHS

08-01-2026



WWW.SNSEroLps.com




